California Pharmacy Law — Changes for 2006

Provided below are code sections that were amended or added during the 2005
Legislative Session. Unless otherwise indicated, all these provisions went into effect on
January 1, 2006. Summaries of the changes made to many of the code sections will be
provided in the January 2006 issue of The Script.

Business and Professions Code

Repeal: 4206, 4363, 4367, 4368, 4370
Add:

4005. (a) The board may adopt rules and regulations, not inconsistent with the laws of this state, as may
be necessary for the protection of the public. Included therein shall be the right to adopt rules and
regulations as follows: for the proper and more effective enforcement and administration of this chapter;
pertaining to the practice of pharmacy; relating to the sanitation of persons and establishments licensed
under this chapter; pertaining to establishments wherein any drug or device is compounded, prepared,
furnished, or dispensed; providing for standards of minimum equipment for establishments licensed under
this chapter; pertaining to the sale of drugs by or through any mechanical device; and relating to
pharmacy practice experience necessary for licensure as a pharmacist.

(b) Notwithstanding any provision of this chapter to the contrary, the board may adopt regulations
permitting the dispensing of drugs or devices in emergency situations, and permitting dispensing of drugs
or devices pursuant to a prescription of a person licensed to prescribe in a state other than California
where the person, if licensed in California in the same licensure classification would, under California
law, be permitted to prescribe drugs or devices and where the pharmacist has first interviewed the patient
to determine the authenticity of the prescription.

(¢) The adoption, amendment, or repeal by the board of these or any other board rules or regulations shall
be in accordance with Chapter 3.5 (commencing with Section 11340) of Part 1 of Division 3 of Title 2 of
the Government Code.

Effective Oct. 4, 2005
4024. (a) Except as provided in subdivision (b), "dispense" means the furnishing of drugs or devices
upon a prescription from a physician, dentist, optometrist, podiatrist, veterinarian, or naturopathic doctor
pursuant to Section 3640.7, or upon an order to furnish drugs or transmit a prescription from a certified
nurse-midwife, nurse practitioner, physician assistant, naturopathic doctor pursuant to Section 3640.5, or
pharmacist acting within the scope of his or her practice.

(b) "Dispense" also means and refers to the furnishing of drugs or devices directly to a patient by a
physician, dentist, optometrist, podiatrist, or veterinarian, or by a certified nurse-midwife, nurse
practitioner, naturopathic doctor, or physician assistant acting within the scope of his or her practice.

4038. (a) "Pharmacy technician" means an individual who assists a pharmacist in a pharmacy in the
performance of his or her pharmacy related duties, as specified in Section 4115.

(b) A "pharmacy technician trainee" is a person who is enrolled in a pharmacy technician training
program operated by a California public postsecondary education institution or by a private postsecondary
vocational institution approved by the Bureau for Private Postsecondary and Vocational Education.



Effective Oct. 4, 2005

4039. "Physicians," "dentists," "optometrists," "pharmacists," "podiatrists," "veterinarians," "veterinary
surgeons," "registered nurses," "naturopathic doctors," and "physician's assistants" are persons authorized
by a currently valid and unrevoked license to practice their respective professions in this state.
"Physician" means and includes any person holding a valid and unrevoked physician' s and surgeon's
certificate or certificate to practice medicine and surgery, issued by the Medical Board of California or the
Osteopathic Medical Board of California, and includes an unlicensed person lawfully practicing medicine
pursuant to Section 2065, when acting within the scope of that section.

Effective Oct. 4, 2005

4040. (a) "Prescription" means an oral, written, or electronic transmission order that is both of the
following:

(1) Given individually for the person or persons for whom ordered that includes all of the following:

(A) The name or names and address of the patient or patients.

(B) The name and quantity of the drug or device prescribed and the directions for use.

(C) The date of issue.

(D) Either rubber stamped, typed, or printed by hand or typeset, the name, address, and
telephone number of the prescriber, his or her license classification, and his or her federal
registry number, if a controlled substance is prescribed.

(E) A legible, clear notice of the condition for which the drug is being prescribed, if requested
by the patient or patients.

(F) If in writing, signed by the prescriber issuing the order, or the certified nurse-midwife, nurse
practitioner, physician assistant, or naturopathic doctor who issues a drug order pursuant to
Section 2746.51, 2836.1, 3502.1, or 3640.5, respectively, or the pharmacist who issues a drug
order pursuant to either subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph
(A) of paragraph (5) of, subdivision (a) of Section 4052.

(2) Issued by a physician, dentist, optometrist, podiatrist, veterinarian, or naturopathic doctor pursuant
to Section 3640.7 or, if a drug order is issued pursuant to Section 2746.51, 2836.1, 3502.1, or 3460.5, by a
certified nurse-midwife, nurse practitioner, physician assistant, or naturopathic doctor licensed in this
state, or pursuant to either subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of
paragraph (5) of, subdivision (a) of Section 4052 by a pharmacist licensed in this state.

(b) Notwithstanding subdivision (a), a written order of the prescriber for a dangerous drug, except for any
Schedule II controlled substance, that contains at least the name and signature of the prescriber, the name
and address of the patient in a manner consistent with paragraph (3) of subdivision (b) of Section 11164
of the Health and Safety Code, the name and quantity of the drug prescribed, directions for use, and the
date of issue may be treated as a prescription by the dispensing pharmacist as long as any additional
information required by subdivision (a) is readily retrievable in the pharmacy. In the event of a conflict
between this subdivision and Section 11164 of the Health and Safety Code, Section 11164 of the Health
and Safety Code shall prevail.

(c) "Electronic transmission prescription" includes both image and data prescriptions. "Electronic image
transmission prescription" means any prescription order for which a facsimile of the order is received by a
pharmacy from a licensed prescriber. "Electronic data transmission prescription” means any prescription
order, other than an electronic image transmission prescription, that is electronically transmitted from a
licensed prescriber to a pharmacy.

(d) The use of commonly used abbreviations shall not invalidate an otherwise valid prescription.

(e) Nothing in the amendments made to this section (formerly Section 4036) at the 1969 Regular Session
of the Legislature shall be construed as expanding or limiting the right that a chiropractor, while acting
within the scope of his or her license, may have to prescribe a device.
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4053. (a) Notwithstanding Section 4051, the board may issue a license as a designated representative to
provide sufficient and qualified supervision in a wholesaler or veterinary food-animal drug retailer. The



designated representative shall protect the public health and safety in the handling, storage, and shipment
of dangerous drugs and dangerous devices in the wholesaler or veterinary food-animal drug retailer.
(b) An individual may apply for a designated representative license. In order to obtain and maintain that
license, the individual shall meet all of the following requirements:
(1) He or she shall be a high school graduate or possess a general education development equivalent.
(2) He or she shall have a minimum of one year of paid work experience, in the past three years,
related to the distribution or dispensing of dangerous drugs or dangerous devices or meet all of the
prerequisites to take the examination required for licensure as a pharmacist by the board.
(3) He or she shall complete a training program approved by the board that, at a minimum, addresses
each of the following subjects:
(A) Knowledge and understanding of California law and federal law relating to the distribution of
dangerous drugs and dangerous devices.
(B) Knowledge and understanding of California law and federal law relating to the distribution of
controlled substances.
(C) Knowledge and understanding of quality control systems.
(D) Knowledge and understanding of the United States Pharmacopoeia standards relating to the
safe storage and handling of drugs.
(E) Knowledge and understanding of prescription terminology, abbreviations, dosages and
format.
(4) The board may, by regulation, require training programs to include additional material.
(5) The board may not issue a license as a designated representative until the applicant provides proof
of completion of the required training to the board.
(c) The veterinary food-animal drug retailer or wholesaler shall not operate without a pharmacist or a
designated representative on its premises.
(d) Only a pharmacist or a designated representative shall prepare and affix the label to veterinary food-
animal drugs.
(e) Section 4051 shall not apply to any laboratory licensed under Section 351 of Title III of the Public
Health Service Act (Public Law 78-410).

Effective Oct. 4, 2005

4059. (a) A person may not furnish any dangerous drug, except upon the prescription of a physician,
dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to Section 3640.7. A person
may not furnish any dangerous device, except upon the prescription of a physician, dentist, podiatrist,
optometrist, veterinarian, or naturopathic doctor pursuant to Section 3640.7.

(b) This section does not apply to the furnishing of any dangerous drug or dangerous device by a
manufacturer, wholesaler, or pharmacy to each other or to a physician, dentist, podiatrist, optometrist,
veterinarian, or naturopathic doctor pursuant to Section 3640.7, or to a laboratory under sales and
purchase records that correctly give the date, the names and addresses of the supplier and the buyer, the
drug or device, and its quantity. This section does not apply to the furnishing of any dangerous device by
a manufacturer, wholesaler, or pharmacy to a physical therapist acting within the scope of his or her
license under sales and purchase records that correctly provide the date the device is provided, the names
and addresses of the supplier and the buyer, a description of the device, and the quantity supplied.

(c) A pharmacist, or a person exempted pursuant to Section 4054, may distribute dangerous drugs and
dangerous devices directly to dialysis patients pursuant to regulations adopted by the board. The board
shall adopt any regulations as are necessary to ensure the safe distribution of these drugs and devices to
dialysis patients without interruption thereof. A person who violates a regulation adopted pursuant to this
subdivision shall be liable upon order of the board to surrender his or her personal license. These penalties
shall be in addition to penalties that may be imposed pursuant to Section 4301. If the board finds any
dialysis drugs or devices distributed pursuant to this subdivision to be ineffective or unsafe for the
intended use, the board may institute immediate recall of any or all of the drugs or devices distributed to
individual patients.




(d) Home dialysis patients who receive any drugs or devices pursuant to subdivision (¢) shall have
completed a full course of home training given by a dialysis center licensed by the State Department of
Health Services. The physician prescribing the dialysis products shall submit proof satisfactory to the
manufacturer or wholesaler that the patient has completed the program.

(e) A pharmacist may furnish a dangerous drug authorized for use pursuant to Section 2620.3 to a
physical therapist. A record containing the date, name and address of the buyer, and name and quantity of
the drug shall be maintained. This subdivision shall not be construed to authorize the furnishing of a
controlled substance.

(f) A pharmacist may furnish electroneuromyographic needle electrodes or hypodermic needles used for
the purpose of placing wire electrodes for kinesiological electromyographic testing to physical therapists
who are certified by the Physical Therapy Examining Committee of California to perform tissue
penetration in accordance with Section 2620.5.

(g) Nothing in this section shall be construed as permitting a licensed physical therapist to dispense or
furnish a dangerous device without a prescription of a physician, dentist, podiatrist, optometrist, or
veterinarian.

(h) A veterinary food-animal drug retailer shall dispense, furnish, transfer, or sell veterinary food-
animal drugs only to another veterinary food-animal drug retailer, a pharmacy, a veterinarian, or to a
veterinarian's client pursuant to a prescription from the veterinarian for food-producing animals.

Effective Oct. 4, 2005

4059.5. (a) Except as otherwise provided in this chapter, dangerous drugs or dangerous devices may only
be ordered by an entity licensed by the board and shall be delivered to the licensed premises and signed
for and received by a pharmacist. Where a licensee is permitted to operate through a designated
representative, the designated representative may sign for and receive the delivery.

(b) A dangerous drug or dangerous device transferred, sold, or delivered to a person within this state
shall be transferred, sold, or delivered only to an entity licensed by the board, to a manufacturer, or to an
ultimate user or the ultimate user's agent.

(c) Notwithstanding subdivisions (a) and (b), deliveries to a hospital pharmacy may be made to a central
receiving location within the hospital. However, the dangerous drugs or dangerous devices shall be
delivered to the licensed pharmacy premises within one working day following receipt by the hospital,
and the pharmacist on duty at that time shall immediately inventory the dangerous drugs or dangerous
devices.

(d) Notwithstanding any other provision of law, a dangerous drug or dangerous device may be ordered
by and provided to a manufacturer, physician, dentist, podiatrist, optometrist, veterinarian, naturopathic
doctor pursuant to Section 3640.7, or laboratory, or a physical therapist acting within the scope of his or
her license. A person or entity receiving delivery of a dangerous drug or dangerous device, or a duly
authorized representative of the person or entity, shall sign for the receipt of the dangerous drug or
dangerous device.

(e) A dangerous drug or dangerous device shall not be transferred, sold, or delivered to a person outside
this state, whether foreign or domestic, unless the transferor, seller, or deliverer does so in compliance
with the laws of this state and of the United States and of the state or country to which the dangerous
drugs or dangerous devices are to be transferred, sold, or delivered. Compliance with the laws of this state
and the United States and of the state or country to which the dangerous drugs or dangerous devices are to
be delivered shall include, but not be limited to, determining that the recipient of the dangerous drugs or
dangerous devices is authorized by law to receive the dangerous drugs or dangerous devices. (f)
Notwithstanding subdivision (a), a pharmacy may take delivery of dangerous drugs and dangerous
devices when the pharmacy is closed and no pharmacist is on duty if all of the following requirements are
met:

(1) The drugs are placed in a secure storage facility in the same building as the pharmacy.

(2) Only the pharmacist-in-charge or a pharmacist designated by the pharmacist-in-charge has access to
the secure storage facility after dangerous drugs or dangerous devices have been delivered.




(3) The secure storage facility has a means of indicating whether it has been entered after dangerous
drugs or dangerous devices have been delivered.

(4) The pharmacy maintains written policies and procedures for the delivery of dangerous drugs and
dangerous devices to a secure storage facility.

(5) The agent delivering dangerous drugs and dangerous devices pursuant to this subdivision leaves
documents indicating the name and amount of each dangerous drug or dangerous device delivered in the
secure storage facility.

The pharmacy shall be responsible for the dangerous drugs and dangerous devices delivered to the
secure storage facility. The pharmacy shall also be responsible for obtaining and maintaining records
relating to the delivery of dangerous drugs and dangerous devices to a secure storage facility.

(g) This section shall become operative on January 1, 2006.

Effective Oct. 4, 2005
4060. No person shall possess any controlled substance, except that furnished to a person upon the
prescription of a physician, dentist, podiatrist, optometrist, veterinarian, or naturopathic doctor pursuant to
Section 3640.7, or furnished pursuant to a drug order issued by a certified nurse-midwife pursuant to
Section 2746.51, a nurse practitioner pursuant to Section 2836.1, a physician assistant pursuant to Section
3502.1, a naturopathic doctor pursuant to Section 3640.5, or a pharmacist pursuant to either subparagraph
(D) of paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph (5) of, subdivision (a) of Section
4052. This section shall not apply to the possession of any controlled substance by a manufacturer,
wholesaler, pharmacy, pharmacist, physician, podiatrist, dentist, optometrist, veterinarian, naturopathic
doctor, certified nurse-midwife, nurse practitioner, or physician assistant, when in stock in containers
correctly labeled with the name and address of the supplier or producer.

Nothing in this section authorizes a certified nurse-midwife, a nurse practitioner, a physician assistant,
or a naturopathic doctor, to order his or her own stock of dangerous drugs and devices.

Effective Oct. 4, 2005

4061. (a) No manufacturer's sales representative shall distribute any dangerous drug or dangerous device
as a complimentary sample without the written request of a physician, dentist, podiatrist, optometrist,
veterinarian, or naturopathic doctor pursuant to Section 3640.7. However, a certified nurse-midwife who
functions pursuant to a standardized procedure or protocol described in Section 2746.51, a nurse
practitioner who functions pursuant to a standardized procedure described in Section 2836.1, or protocol,
a physician assistant who functions pursuant to a protocol described in Section 3502.1, or a naturopathic
doctor who functions pursuant to a standardized procedure or protocol described in Section 3640.5, may
sign for the request and receipt of complimentary samples of a dangerous drug or dangerous device that
has been identified in the standardized procedure, protocol, or practice agreement. Standardized
procedures, protocols, and practice agreements shall include specific approval by a physician. A review
process, consistent with the requirements of Section 2725, 3502.1, or 3640.5, of the complimentary
samples requested and received by a nurse practitioner, certified nurse-midwife, physician assistant, or
naturopathic doctor, shall be defined within the standardized procedure, protocol, or practice agreement.
(b) Each written request shall contain the names and addresses of the supplier and the requester, the name
and quantity of the specific dangerous drug desired, the name of the certified nurse-midwife, nurse
practitioner, physician assistant, or naturopathic doctor, if applicable, receiving the samples pursuant to
this section, the date of receipt, and the name and quantity of the dangerous drugs or dangerous devices
provided. These records shall be preserved by the supplier with the records required by Section 4059.

(c) Nothing in this section is intended to expand the scope of practice of a certified nurse-midwife, nurse
practitioner, physician assistant, or naturopathic doctor.

Effective Oct. 4, 2005
4076. (a) A pharmacist shall not dispense any prescription except in a container that meets the
requirements of state and federal law and is correctly labeled with all of the following:




(1) Except where the prescriber or the certified nurse-midwife who functions pursuant to a standardized
procedure or protocol described in Section 2746.51, the nurse practitioner who functions pursuant to a
standardized procedure described in Section 2836.1, or protocol, the physician assistant who functions
pursuant to Section 3502.1, the naturopathic doctor who functions pursuant to a standardized procedure or
protocol described in Section 3640.5, or the pharmacist who functions pursuant to a policy, procedure, or
protocol pursuant to either subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of
paragraph (5) of, subdivision (a) of Section 4052 orders otherwise, either the manufacturer's trade name
of the drug or the generic name and the name of the manufacturer. Commonly used abbreviations may be
used. Preparations containing two or more active ingredients may be identified by the manufacturer's
trade name or the commonly used name or the principal active ingredients.

(2) The directions for the use of the drug.

(3) The name of the patient or patients.

(4) The name of the prescriber or, if applicable, the name of the certified nurse-midwife who functions
pursuant to a standardized procedure or protocol described in Section 2746.51, the nurse practitioner who
functions pursuant to a standardized procedure described in Section 2836.1, or protocol, the physician
assistant who functions pursuant to Section 3502.1, the naturopathic doctor who functions pursuant to a
standardized procedure or protocol described in Section 3640.5, or the pharmacist who functions pursuant
to a policy, procedure, or protocol pursuant to either subparagraph (D) of paragraph (4) of, or clause (iv)
of subparagraph (A) of paragraph (5) of, subdivision (a) of Section 4052.

(5) The date of issue.

(6) The name and address of the pharmacy, and prescription number or other means of identifying the
prescription.

(7) The strength of the drug or drugs dispensed.

(8) The quantity of the drug or drugs dispensed.

(9) The expiration date of the effectiveness of the drug dispensed.

(10) The condition for which the drug was prescribed if requested by the patient and the condition is
indicated on the prescription.

(11) (A) Commencing January 1, 2006, the physical description of the dispensed medication, including
its color, shape, and any identification code that appears on the tablets or capsules, except as follows:

(i) Prescriptions dispensed by a veterinarian.

(i1) An exemption from the requirements of this paragraph shall be granted to a new drug for the first
120 days that the drug is on the market and for the 90 days during which the national reference file has
no description on file.

(ii1) Dispensed medications for which no physical description exists in any commercially available
database.

(B) This paragraph applies to outpatient pharmacies only.

(C) The information required by this paragraph may be printed on an auxiliary label that is affixed to
the prescription container.

(D) This paragraph shall not become operative if the board, prior to January 1, 2006, adopts regulations
that mandate the same labeling requirements set forth in this paragraph.

(b) If a pharmacist dispenses a prescribed drug by means of a unit dose medication system, as defined by
administrative regulation, for a patient in a skilled nursing, intermediate care, or other health care facility,
the requirements of this section will be satisfied if the unit dose medication system contains the
aforementioned information or the information is otherwise readily available at the time of drug
administration.

(c) If a pharmacist dispenses a dangerous drug or device in a facility licensed pursuant to Section 1250 of
the Health and Safety Code, it is not necessary to include on individual unit dose containers for a specific
patient, the name of the certified nurse-midwife who functions pursuant to a standardized procedure or
protocol described in Section 2746.51, the nurse practitioner who functions pursuant to a standardized
procedure described in Section 2836.1, or protocol, the physician assistant who functions pursuant to
Section 3502.1, the naturopathic doctor who functions pursuant to a standardized procedure or protocol



described in Section 3640.5, or the pharmacist who functions pursuant to a policy, procedure, or protocol
pursuant to either subparagraph (D) of paragraph (4) of, or clause (iv) of subparagraph (A) of paragraph
(5) of, subdivision (a) of Section 4052.

(d) If a pharmacist dispenses a prescription drug for use in a facility licensed pursuant to Section 1250 of
the Health and Safety Code, it is not necessary to include the information required in paragraph (11) of
subdivision (a) when the prescription drug is administered to a patient by a person licensed under the
Medical Practice Act (Chapter 5 (commencing with Section 2000)), the Nursing Practice Act (Chapter 6
(commencing with Section 2700)), or the Vocational Nursing Practice Act (Chapter 6.5 (commencing
with Section 2840)), who is acting within his or her scope of practice.

4104. (a) Every pharmacy shall have in place procedures for taking action to protect the public when a
licensed individual employed by or with the pharmacy is discovered or known to be chemically, mentally,
or physically impaired to the extent it affects his or her ability to practice the profession or occupation
authorized by his or her license, or is discovered or known to have engaged in the theft, diversion, or self-
use of dangerous drugs.
(b) Every pharmacy shall have written policies and procedures for detecting chemical, mental, or physical
impairment, as well as theft, diversion, or self-use of dangerous drugs, among licensed individuals
employed by or with the pharmacy.
(c) Every pharmacy shall report to the board, within 30 days of the receipt or development of the
following information with regard to any licensed individual employed by or with the pharmacy:
(1) Any admission by a licensed individual of chemical, mental, or physical impairment affecting his
or her ability to practice.
(2) Any admission by a licensed individual of theft, diversion, or self-use of dangerous drugs.
(3) Any video or documentary evidence demonstrating chemical, mental, or physical impairment of a
licensed individual to the extent it affects his or her ability to practice.
(4) Any video or documentary evidence demonstrating theft, diversion, or self-use of dangerous drugs
by a licensed individual.
(5) Any termination based on chemical, mental, or physical impairment of a licensed individual to the
extent it affects his or her ability to practice. (6) Any termination of a licensed individual based on
theft, diversion, or self-use of dangerous drugs.
(d) Anyone participating in good faith in the making of a report authorized or required by this section
shall have immunity from any liability, civil or criminal, that might otherwise arise from the making of
the report. Any participant shall have the same immunity with respect to participation in any
administrative or judicial proceeding resulting from the report.

4106. For purposes of license verification, a person may rely upon the licensing information as it is
displayed on the board's Internet Web site that includes the issuance and expiration dates of any license
issued by the board.

4114. (a) An intern pharmacist may perform all functions of a pharmacist at the discretion of and under
the direct supervision and control of a pharmacist whose license is in good standing with the board.
(b) A pharmacist may not supervise more than two intern pharmacists at any one time.

4115. (a) A pharmacy technician may perform packaging, manipulative, repetitive, or other
nondiscretionary tasks, only while assisting, and while under the direct supervision and control of a
pharmacist.

(b) This section does not authorize the performance of any tasks specified in subdivision (a) by a
pharmacy technician without a pharmacist on duty.

(c) This section does not authorize a pharmacy technician to perform any act requiring the exercise of
professional judgment by a pharmacist.



(d) The board shall adopt regulations to specify tasks pursuant to subdivision (a) that a pharmacy
technician may perform under the supervision of a pharmacist. Any pharmacy that employs a pharmacy
technician shall do so in conformity with the regulations adopted by the board.
(e) No person shall act as a pharmacy technician without first being licensed by the board as a pharmacy
technician.
(f) (1) A pharmacy with only one pharmacist shall have no more than one pharmacy technician
performing the tasks specified in subdivision (a). The ratio of pharmacy technicians performing the tasks
specified in subdivision (a) to any additional pharmacist shall not exceed 2:1, except that this ratio shall
not apply to personnel performing clerical functions pursuant to Section 4116 or 4117. This ratio is
applicable to all practice settings, except for an inpatient of a licensed health facility, a patient of a
licensed home health agency, as specified in paragraph (2), an inmate of a correctional facility of the
Department of the Youth Authority or the Department of Corrections, and for a person receiving
treatment in a facility operated by the State Department of Mental Health, the State Department of
Developmental Services, or the Department of Veterans Affairs.
(2) The board may adopt regulations establishing the ratio of pharmacy technicians performing the
tasks specified in subdivision (a) to pharmacists applicable to the filling of prescriptions of an
inpatient of a licensed health facility and for a patient of a licensed home health agency. Any ratio
established by the board pursuant to this subdivision shall allow, at a minimum, at least one pharmacy
technician for a single pharmacist in a pharmacy and two pharmacy technicians for each additional
pharmacist, except that this ratio shall not apply to personnel performing clerical functions pursuant
to Section 4116 or 4117.
(3) A pharmacist scheduled to supervise a second pharmacy technician may refuse to supervise a
second pharmacy technician if the pharmacist determines, in the exercise of his or her professional
judgment, that permitting the second pharmacy technician to be on duty would interfere with the
effective performance of the pharmacist' s responsibilities under this chapter. A pharmacist assigned
to supervise a second pharmacy technician shall notify the pharmacist in charge in writing of his or
her determination, specifying the circumstances of concern with respect to the pharmacy or the
pharmacy technician that have led to the determination, within a reasonable period, but not to exceed
24 hours, after the posting of the relevant schedule. No entity employing a pharmacist may discharge,
discipline, or otherwise discriminate against any pharmacist in the terms and conditions of
employment for exercising or attempting to exercise in good faith the right established pursuant to
this paragraph.
(g) Notwithstanding subdivisions (a) and (b), the board shall by regulation establish conditions to permit
the temporary absence of a pharmacist for breaks and lunch periods pursuant to Section 512 of the Labor
Code and the orders of the Industrial Welfare Commission without closing the pharmacy. During these
temporary absences, a pharmacy technician may, at the discretion of the pharmacist, remain in the
pharmacy but may only perform nondiscretionary tasks. The pharmacist shall be responsible for a
pharmacy technician and shall review any task performed by a pharmacy technician during the
pharmacist's temporary absence. Nothing in this subdivision shall be construed to authorize a pharmacist
to supervise pharmacy technicians in greater ratios than those described in subdivision (f).
(h) The pharmacist on duty shall be directly responsible for the conduct of a pharmacy technician
supervised by that pharmacist.

4115.5. (a) Notwithstanding any other provision of law, a pharmacy technician trainee may be placed in a
pharmacy to complete an externship for the purpose of obtaining practical training required to become
licensed as a pharmacy technician.
(b) (1) A pharmacy technician trainee participating in an externship as described in subdivision (a) may
perform the duties described in subdivision (a) of Section 4115 only under the direct supervision and
control of a pharmacist.
(2) A pharmacist supervising a pharmacy technician trainee participating in an externship as
described in subdivision (a) shall be directly responsible for the conduct of the trainee. (3) A



pharmacist supervising a pharmacy technician trainee participating in an externship as described in
subdivision (a) shall verify any prescription prepared by the trainee under supervision of the
pharmacist by initialing the prescription label before the medication is disbursed to a patient or by
engaging in other verification procedures that are specifically approved by board regulations.
(4) A pharmacist may only supervise one pharmacy technician trainee at any given time.
(5) A pharmacist supervising a pharmacy technician trainee participating in an externship as
described in subdivision (a) shall certify attendance for the pharmacy technician trainee and certify
that the pharmacy technician trainee has met the educational objectives established by a California
public postsecondary education institution or the private postsecondary vocational institution in which
the trainee is enrolled, as established by the institution.
(c) (1) Except as described in paragraph (2), an externship in which a pharmacy technician trainee is
participating as described in subdivision (a) shall be for a period of no more than 120 hours.
(2) When an externship in which a pharmacy technician trainee is participating as described in
subdivision (a) involves rotation between a community and hospital pharmacy for the purpose of
training the student in distinct practice settings, the externship may be for a period of up to 320 hours.
No more than 120 of the 320 hours may be completed in a community pharmacy setting or in a single
department in a hospital pharmacy.
(d) An externship in which a pharmacy technician trainee may participate as described in subdivision (a)
shall be for a period of no more than six consecutive months in a community pharmacy and for a total of
no more than 12 months if the externship involves rotation between a community and hospital pharmacy.
The externship shall be completed while the trainee is enrolled in a course of instruction at the institution.
(e) A pharmacy technician trainee participating in an externship as described in subdivision (a) shall wear
identification that indicates his or her trainee status.

4127.5. The fee for the issuance of a nongovernmental license, or renewal of a license, to compound
sterile drug products shall be five hundred dollars ($500) and may be increased to six hundred dollars
($600).

Effective Oct. 4, 2005

4142. Except as otherwise provided by this article, no hypodermic needle or syringe shall be sold at retail
except upon the prescription of a physician, dentist, veterinarian, podiatrist, or naturopathic doctor
pursuant to Section 3640.7.

4161. (a) A person located outside this state that ships, mails, or delivers dangerous drugs or dangerous
devices into this state shall be considered a nonresident wholesaler.
(b) A nonresident wholesaler shall be licensed by the board prior to shipping, mailing, or delivering
dangerous drugs or dangerous devices to a site located in this state.
(c) A separate license shall be required for each place of business owned or operated by a nonresident
wholesaler from or through which dangerous drugs or dangerous devices are shipped, mailed, or delivered
to a site located in this state. A license shall be renewed annually and shall not be transferable.
(d) The following information shall be reported, in writing, to the board at the time of initial application
for licensure by a nonresident wholesaler, on renewal of a nonresident wholesaler license, or within 30
days of a change in that information:

(1) Its agent for service of process in this state.

(2) Its principal corporate officers, as specified by the board, if any.

(3) Its general partners, as specified by the board, if any.

(4) Its owners if the applicant is not a corporation or partnership.
(e) A report containing the information in subdivision (d) shall be made within 30 days of any change of
ownership, office, corporate officer, or partner.
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(f) A nonresident wholesaler shall comply with all directions and requests for information from the
regulatory or licensing agency of the state in which it is licensed, as well as with all requests for
information made by the board.

(g) A nonresident wholesaler shall maintain records of dangerous drugs and dangerous devices sold,
traded, or transferred to persons in this state, so that the records are in a readily retrievable form.

(h) A nonresident wholesaler shall at all times maintain a valid, unexpired license, permit, or registration
to conduct the business of the wholesaler in compliance with the laws of the state in which it is a resident.
An application for a nonresident wholesaler license in this state shall include a license verification from
the licensing authority in the applicant's state of residence.

(1) The board may not issue or renew a nonresident wholesaler license until the nonresident wholesaler
identifies a designated representative-in-charge and notifies the board in writing of the identity and
license number of the designated representative-in-charge.

(j) The designated representative-in-charge shall be responsible for the nonresident wholesaler's
compliance with state and federal laws governing wholesalers. A nonresident wholesaler shall identify
and notify the board of a new designated representative-in-charge within 30 days of the date that the prior
designated representative-in-charge ceases to be the designated representative-in-charge.

(k) The board may issue a temporary license, upon conditions and for periods of time as the board
determines to be in the public interest. A temporary license fee shall be fixed by the board at an amount
not to exceed the annual fee for renewal of a license to conduct business as a nonresident wholesaler.

(1) The registration fee shall be the fee specified in subdivision (f) of Section 4400.

4162.5. (a) (1) An applicant for the issuance or renewal of a nonresident wholesaler license shall submit a
surety bond of one hundred thousand dollars ($100,000), or other equivalent means of security acceptable
to the board, such as an irrevocable letter of credit, or a deposit in a trust account or financial institution,
payable to the Pharmacy Board Contingent Fund. The purpose of the surety bond is to secure payment of
any administrative fine imposed by the board and any cost recovery ordered pursuant to Section 125.3.
(2) For purpose of paragraph (1), the board may accept a surety bond less than one hundred thousand
dollars ($100,000) if the annual gross receipts of the previous tax year for the nonresident wholesaler is
ten million dollars ($10,000,000) or less in which the surety bond shall be twenty-five thousand dollars
($25,000).
(3) For applicants who satisfy paragraph (2), the board may require a bond up to one hundred thousand
dollars ($100,000) for any nonresident wholesaler who has been disciplined by any state or federal
agency or has been issued an administrative fine pursuant to this chapter.
(4) A person to whom an approved new drug application has been issued by the United States Food and
Drug Administration who engages in the wholesale distribution of only the dangerous drug specified in
the new drug application, and is licensed or applies for licensure as a nonresident wholesaler, shall not
be required to post a surety bond as provided in this section.
(b) The board may make a claim against the bond if the licensee fails to pay a fine within 30 days of the
issuance of the fine or when the costs become final.
(c) A single surety bond or other equivalent means of security acceptable to the board shall satisfy the
requirement of subdivision (a) for all licensed sites under common control as defined in Section 4126.5.
(d) This section shall become operative on January 1, 2006, and shall become inoperative and is repealed
on, January 1, 2011, unless a later enacted statute, that is enacted before January 1, 2011, deletes or
extends those dates.

Effective Oct. 4, 2005
4170. (a) No prescriber shall dispense drugs or dangerous devices to patients in
his or her office or place of practice unless all of the following conditions are met:
(1) The dangerous drugs or dangerous devices are dispensed to the prescriber's own patient, and the
drugs or dangerous devices are not furnished by a nurse or physician attendant.
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(2) The dangerous drugs or dangerous devices are necessary in the treatment of the condition for which
the prescriber is attending the patient.

(3) The prescriber does not keep a pharmacy, open shop, or drugstore, advertised or otherwise, for the
retailing of dangerous drugs, dangerous devices, or poisons.

(4) The prescriber fulfills all of the labeling requirements imposed upon pharmacists by Section 4076,
all of the recordkeeping requirements of this chapter, and all of the packaging requirements of good
pharmaceutical practice, including the use of childproof containers.

(5) The prescriber does not use a dispensing device unless he or she personally owns the device and the
contents of the device, and personally dispenses the dangerous drugs or dangerous devices to the patient
packaged, labeled, and recorded in accordance with paragraph (4).

(6) The prescriber, prior to dispensing, offers to give a written prescription to the patient that the patient
may elect to have filled by the prescriber or by any pharmacy.

(7) The prescriber provides the patient with written disclosure that the patient has a choice between
obtaining the prescription from the dispensing prescriber or obtaining the prescription at a pharmacy of
the patient's choice.

(8) A certified nurse-midwife who functions pursuant to a standardized procedure or protocol described
in Section 2746.51, a nurse practitioner who functions pursuant to a standardized procedure described in
Section 2836.1, or protocol, a physician assistant who functions pursuant to Section 3502.1, or a
naturopathic doctor who functions pursuant to Section 3640.5, may hand to a patient of the supervising
physician and surgeon a properly labeled prescription drug prepackaged by a physician and surgeon, a
manufacturer as defined in this chapter, or a pharmacist.

(b) The Medical Board of California, the State Board of Optometry, the Bureau of Naturopathic
Medicine, the Dental Board of California, the Osteopathic Medical Board of California, the Board of
Registered Nursing, the Veterinary Medical Board, and the Physician Assistant Committee shall have
authority with the California State Board of Pharmacy to ensure compliance with this section, and those
boards are specifically charged with the enforcement of this chapter with respect to their respective
licensees.

(c) "Prescriber," as used in this section, means a person, who holds a physician's and surgeon's
certificate, a license to practice optometry, a license to practice naturopathic medicine, a license to
practice dentistry, a license to practice veterinary medicine, or a certificate to practice podiatry, and who
is duly registered by the Medical Board of California, the State Board of Optometry, the Bureau of
Naturopathic Medicine, the Dental Board of California, the Veterinary Medical Board, or the Board of
Osteopathic Examiners of this state.

Effective Oct. 4, 2005

4174. Notwithstanding any other provision of law, a pharmacist may dispense drugs or devices upon the
drug order of a nurse practitioner functioning pursuant to Section 2836.1 or a certified nurse-midwife
functioning pursuant to Section 2746.51, a drug order of a physician assistant functioning pursuant to
Section 3502.1 or a naturopathic doctor functioning pursuant to Section 3640.5, or the order of a
pharmacist acting under Section 4052.

Effective Oct. 4, 2005
4175. (a) The California State Board of Pharmacy shall promptly forward to the appropriate licensing
entity, including the Medical Board of California, the Veterinary Medical Board, the Dental Board of
California, the State Board of Optometry, the Osteopathic Medical Board of California, the Board of
Registered Nursing, the Bureau of Naturopathic Medicine, or the Physician Assistant Committee, all
complaints received related to dangerous drugs or dangerous devices dispensed by a prescriber, certified
nurse-midwife, nurse practitioner, naturopathic doctor, or physician assistant pursuant to Section 4170.
(b) All complaints involving serious bodily injury due to dangerous drugs or dangerous devices
dispensed by prescribers, certified nurse-midwives, nurse practitioners, naturopathic doctors, or physician
assistants pursuant to Section 4170 shall be handled by the Medical Board of California, the Dental Board
of California, the State Board of Optometry, the Osteopathic Medical Board of California, the Bureau of
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Naturopathic Medicine, the Board of Registered Nursing, the Veterinary Medical Board, or the Physician
Assistant Committee as a case of greatest potential harm to a patient.

4202. (a) The board may issue a pharmacy technician license to an individual if he or she is a high school
graduate or possesses a general educational development certificate equivalent, and meets any one of the
following requirements:

(1) Has obtained an associate's degree in pharmacy technology.

(2) Has completed a course of training specified by the board.

(3) Has graduated from a school of pharmacy recognized by the board.

(4) Is certified by the Pharmacy Technician Certification Board.
(b) The board shall adopt regulations pursuant to this section for the licensure of pharmacy technicians
and for the specification of training courses as set out in paragraph (2) of subdivision (a). Proof of the
qualifications of any applicant for licensure as a pharmacy technician shall be made to the satisfaction of
the board and shall be substantiated by any evidence required by the board.
(c) The board shall conduct a criminal background check of the applicant to determine if an applicant has
committed acts that would constitute grounds for denial of licensure, pursuant to this chapter or Chapter 2
(commencing with Section 480) of Division 1.5.
(d) The board may suspend or revoke a license issued pursuant to this section on any ground specified in
Section 4301.
(e) Once licensed as a pharmacist, the pharmacy technician registration is no longer valid and the
pharmacy technician license shall be returned to the board within 15 days.

4205. (a) A license issued pursuant to Section 4110, 4120, 4160, or 4161 shall be considered a license
within the meaning of Section 4141.

(b) The board may, in its discretion, issue a license to any person authorizing the sale and dispensing of
hypodermic syringes and needles for animal use.

(c) The application for a license shall be made in writing on a form to be furnished by the board. The
board may require any information as the board deems reasonably necessary to carry out the purposes of
Article 9 (commencing with Section 4140) of this chapter.

(d) A separate license shall be required for each of the premises of any person who sells or dispenses
hypodermic syringes or needles at more than one location.

(e) A license shall be renewed annually and shall not be transferable.

(f) The board may deny, revoke, or suspend any license issued pursuant to this article for any violation of
this chapter.

4231. (a) The board shall not renew a pharmacist license unless the applicant submits proof satisfactory to
the board that he or she has successfully completed 30 hours of approved courses of continuing pharmacy
education during the two years preceding the application for renewal.

(b) Notwithstanding subdivision (a), the board shall not require completion of continuing education for
the first renewal of a pharmacist license.

(c) If an applicant for renewal of a pharmacist license submits the renewal application and payment of the
renewal fee but does not submit proof satisfactory to the board that the licensee has completed 30 hours of
continuing pharmacy education, the board shall not renew the license and shall issue the applicant an
inactive pharmacist license. A licensee with an inactive pharmacist license issued pursuant to this section
may obtain an active pharmacist license by paying the renewal fees due and submitting satisfactory proof
to the board that the licensee has completed 30 hours of continuing pharmacy education.

4232. (a) The courses shall be in the form of postgraduate studies, institutes, seminars, lectures,
conferences, workshops, extension studies, correspondence courses, and other similar methods of
conveying continuing professional pharmacy education.
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(b) The subject matter shall be pertinent to the socioeconomic and legal aspects of health care, the
properties and actions of drugs and dosage forms and the etiology, and characteristics and therapeutics of
the disease state.

(¢) The subject matter of the courses may include, but shall not be limited to, the following:
pharmacology, biochemistry, physiology, pharmaceutical chemistry, pharmacy administration, pharmacy
jurisprudence, public health and communicable diseases, professional practice management, anatomy,
histology, and any other subject matter as represented in curricula of accredited colleges of pharmacy.

4314. (a) The board may issue citations containing fines and orders of abatement for any violation of
Section 733 or for any violation of this chapter or regulations adopted pursuant to this chapter, in
accordance with Sections 125.9, 148, and 4005 and the regulations adopted pursuant to those sections.

(b) Where appropriate, a citation issued by the board, as specified in this section, may subject the person
or entity to whom the citation is issued to an administrative fine.

(¢) Notwithstanding any other provision of law, where appropriate, a citation issued by the board may
contain an order of abatement. The order of abatement shall fix a reasonable time for abatement of the
violation. It may also require the person or entity to whom the citation is issued to demonstrate how future
compliance with the Pharmacy Law, and the regulations adopted pursuant thereto, will be accomplished.
A demonstration may include, but is not limited to, submission of a corrective action plan, and requiring
completion of up to six hours of continuing education courses in the subject matter specified in the order
of abatement. Any continuing education courses required by the order of abatement shall be in addition to
those required for license renewal.

(d) Nothing in this section shall in any way limit the board from issuing a citation, fine, and order of
abatement pursuant to Section 4067 or Section 56.36 of the Civil Code, and the regulations adopted
pursuant to those sections.

4315. (a) The executive officer, or his or her designee, may issue a letter of admonishment to a licensee
for failure to comply with Section 733 or for failure to comply with this chapter or regulations adopted
pursuant to this chapter, directing the licensee to come into compliance.
(b) The letter of admonishment shall be in writing and shall describe in detail the nature and facts of the
violation, including a reference to the statutes or regulations violated.
(c) The letter of admonishment shall inform the licensee that within 30 days of service of the order of
admonishment the licensee may do either of the following:
(1) Submit a written request for an office conference to the executive officer of the board to contest
the letter of admonishment.
(A) Upon a timely request, the executive officer, or his or her designee, shall hold an office
conference with the licensee or the licensee's legal counsel or authorized representative. Unless so
authorized by the executive officer, or his or her designee, no individual other than the legal
counsel or authorized representative of the licensee may accompany the licensee to the office
conference.
(B) Prior to or at the office conference, the licensee may submit to the executive officer
declarations and documents pertinent to the subject matter of the letter of admonishment.
(C) The office conference is intended to be an informal proceeding and shall not be subject to the
provisions of the Administrative Procedure Act (Chapter 3.5 (commencing with Section 11340),
Chapter 4 (commencing with Section 11370), Chapter 4.5 (commencing with Section 11400), and
Chapter 5 (commencing with Section 11500) of Part 1 of Division 3 of Title 2 of the Government
Code).
(D) The executive officer, or his or her designee, may affirm, modify, or withdraw the letter of
admonishment. Within 14 calendar days from the date of the office conference, the executive
officer, or his or her designee, shall personally serve or send by certified mail to the licensee's
address of record with the board a written decision. This decision shall be deemed the final
administrative decision concerning the letter of admonishment.
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(E) Judicial review of the decision may be had by filing a petition for a writ of mandate in
accordance with the provisions of Section 1094.5 of the Code of Civil Procedure within 30 days
of the date the decision was personally served or sent by certified mail. The judicial review shall
extend to the question of whether or not there was a prejudicial abuse of discretion in the issuance
of the letter of admonishment.
(2) Comply with the letter of admonishment and submit a written corrective action plan to the
executive officer documenting compliance. If an office conference is not requested pursuant to this
section, compliance with the letter of admonishment shall not constitute an admission of the violation
noted in the letter of admonishment.
(d) The letter of admonishment shall be served upon the licensee personally or by certified mail at the
licensee's address of record with the board. If the licensee is served by certified mail, service shall be
effective upon deposit in the United States mail.
(e) The licensee shall maintain and have readily available a copy of the letter of admonishment and
corrective action plan, if any, for at least three years from the date of issuance of the letter of
admonishment.
(f) Nothing in this section shall in any way limit the board's authority or ability to do either of the
following:
(1) Issue a citation pursuant to Section 125.9, 148, or 4067 or pursuant to Section 1775 of Title 16 of
the California Code of Regulations.
(2) Institute disciplinary proceedings pursuant to Article 19 (commencing with Section 4300).

4360. The board shall operate a pharmacists recovery program to rehabilitate pharmacists and intern
pharmacists whose competency may be impaired due to abuse of alcohol, drug use, or mental illness. The
intent of the pharmacists recovery program is to return these pharmacists and intern pharmacists to the
practice of pharmacy in a manner that will not endanger the public health and safety.

4361. (a) "Participant" means a pharmacist or intern pharmacist who has entered the pharmacists recovery
program.

(b) "Pharmacists recovery program" means the rehabilitation program created by this article for
pharmacists and intern pharmacists.

4362. (a) A pharmacist or intern pharmacist may enter the pharmacists recovery program if:

(1) The pharmacist or intern pharmacist is referred by the board instead of, or in addition to, other

means of disciplinary action.

(2) The pharmacist or intern pharmacist voluntarily elects to enter the pharmacists recovery program.
(b) A pharmacist or intern pharmacist who enters the pharmacists recovery program pursuant to paragraph
(2) of subdivision (a) shall not be subject to discipline or other enforcement action by the board solely on
his or her entry into the pharmacists recovery program or on information obtained from the pharmacist or
intern pharmacist while participating in the program unless the pharmacist or intern pharmacist would
pose a threat to the health and safety of the public. However, if the board receives information regarding
the conduct of the pharmacist or intern pharmacist, that information may serve as a basis for discipline or
other enforcement by the board.

4364. (a) The board shall establish criteria for the participation of pharmacists and intern pharmacists in
the pharmacists recovery program.

(b) The board may deny a pharmacist or intern pharmacist who fails to meet the criteria for participation
entry into the pharmacists recovery program.

(¢) The establishment of criteria for participation in the pharmacists recovery program shall not be subject
to the requirements of Chapter 3.5 (commencing with Section 11340) of Part 1 of Division 3 of Title 2 of
the Government Code.
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4365. The board shall contract with one or more qualified contractors to administer the pharmacists
recovery program.

4366. The functions of the contractor administering the pharmacists recovery program shall include, but
not be limited to, the following:

(a) To evaluate those pharmacists and intern pharmacists who request participation in the program.

(b) To develop a treatment contract with each participant in the pharmacists recovery program.

(c) To monitor the compliance of each participant with their treatment contract.

(d) To prepare reports as required by the board.

(e) To inform each participant of the procedures followed in the program.

(f) To inform each participant of their rights and responsibilities in the program.

(g) To inform each participant of the possible consequences of noncompliance with the program.

4369. (a) Any failure to comply with the treatment contract, determination that the participant is failing to
derive benefit from the program, or other requirements of the pharmacists recovery program may result in
the termination of the pharmacist's or intern pharmacist's participation in the pharmacists recovery
program. The name and license number of a pharmacist or intern pharmacist who is terminated from the
pharmacists recovery program and the basis for the termination shall be reported to the board.

(b) Participation in the pharmacists recovery program shall not be a defense to any disciplinary action that
may be taken by the board.

(c) No provision of this article shall preclude the board from commencing disciplinary action against a
licensee who is terminated from the pharmacists recovery program.

4371. The board shall review the pharmacists recovery program on a quarterly basis. As part of this
evaluation, the board shall review files of all participants in the pharmacists recovery program.

4372. All board records and records of the pharmacists recovery program pertaining to the treatment of a
pharmacist or intern pharmacist in the program shall be kept confidential and are not subject to discovery,
subpoena, or disclosure pursuant to Chapter 3.5 (commencing with Section 6250) of Division 7 of Title 1
of the Government Code. However, board records and records of the pharmacists recovery program may
be disclosed and testimony provided in connection with participation in the pharmacists recovery
program, but only to the extent those records or testimony are relevant to the conduct for which the
pharmacist or intern pharmacist was terminated from the pharmacists recovery program.

4373. No member of the board shall be liable for any civil damages because of acts or omissions that may
occur while acting in good faith pursuant to this article.

4400. The amount of fees and penalties prescribed by this chapter, except as otherwise provided is that
fixed by the board according to the following schedule:

(a) The fee for a nongovernmental pharmacy license shall be three hundred forty dollars ($340) and
may be increased to four hundred dollars ($400).

(b) The fee for a nongovernmental pharmacy annual renewal shall be one hundred seventy-five dollars
($175) and may be increased to two hundred fifty dollars ($250).

(c) The fee for the pharmacist application and examination shall be one hundred fifty-five dollars ($155)
and may be increased to one hundred eighty-five dollars ($185).

(d) The fee for regrading an examination shall be seventy-five dollars ($75) and may be increased to
eighty-five dollars ($85). If an error in grading is found and the applicant passes the examination, the
regrading fee shall be refunded.

(e) The fee for a pharmacist license and biennial renewal shall be one hundred fifteen dollars ($115) and
may be increased to one hundred fifty dollars ($150).
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(f) The fee for a wholesaler license and annual renewal shall be five hundred fifty dollars ($550) and
may be increased to six hundred dollars ($600), except as provided in subdivision (j).

(g) The fee for a hypodermic license and renewal shall be ninety dollars ($90) and may be increased to
one hundred twenty-five dollars ($125).

(h) The fee for application and investigation for a designated representative license issued pursuant to
Section 4053 shall be seventy-five dollars ($75) and may be increased to one hundred dollars ($100),
except for a veterinary food-animal drug retailer designated representative, for whom the fee shall be one
hundred dollars ($100).

(1) The fee for a designated representative license and annual renewal under Section 4053 shall be one
hundred ten dollars ($110) and may be increased to one hundred fifty dollars ($150), except that the fee
for the issuance of a veterinary food-animal drug retailer designated representative license shall be one
hundred fifty dollars ($150), for renewal one hundred ten dollars ($110), which may be increased to one
hundred fifty dollars ($150), and for filing a late renewal fifty-five dollars ($55).

() (1) The application fee for a nonresident wholesaler's license issued pursuant to Section 4161 shall
be five hundred fifty dollars ($550) and may be increased to six hundred dollars ($600).

(2) For nonresident wholesalers who have 21 or more wholesaler facilities operating nationwide the
application fees for the first 20 locations shall be five hundred fifty dollars ($550) and may be increased
to six hundred dollars ($600). The application fee for any additional location after licensure of the first 20
locations shall be two hundred twenty-five dollars ($225) and may be increased to three hundred dollars
($300).

(3) The annual renewal fee for a nonresident wholesaler's license
issued pursuant to Section 4161 shall be five hundred fifty dollars ($550) and may be increased to six
hundred dollars ($600).

(k) The fee for registration and annual renewal of providers of continuing education shall be one
hundred dollars ($100) and may be increased to one hundred thirty dollars ($130).

(1) The fee for evaluation of continuing education courses for accreditation shall be set by the board at
an amount not to exceed forty dollars ($40) per course hour.

(m) The fee for evaluation of applications submitted by graduates of foreign colleges of pharmacy or
colleges of pharmacy not recognized by the board shall be one hundred sixty-five dollars ($165) and may
be increased to one hundred seventy-five dollars ($175).

(n) The fee for an intern license or extension shall be sixty-five dollars ($65) and may be increased to
seventy-five dollars ($75). The fee for transfer of intern hours or verification of licensure to another state
shall be fixed by the board not to exceed twenty dollars ($20).

(o) The board may, by regulation, provide for the waiver or refund of the additional fee for the issuance
of a certificate where the certificate is issued less than 45 days before the next succeeding regular renewal
date.

(p) The fee for the reissuance of any license, or renewal thereof, that has been lost or destroyed or
reissued due to a name change is thirty dollars ($30).

(q) The fee for the reissuance of any license, or renewal thereof, that must be reissued because of a
change in the information, is sixty dollars ($60) and may be increased to one hundred dollars ($100).

(r) It is the intent of the Legislature that, in setting fees pursuant to this section, the board shall seek to
maintain a reserve in the Pharmacy Board Contingent Fund equal to approximately one year' s operating
expenditures.

(s) The fee for any applicant for a clinic permit is three hundred forty dollars ($340) and may be
increased to four hundred dollars ($400) for each permit. The annual fee for renewal of the permit is one
hundred seventy-five dollars ($175) and may be increased to two hundred fifty dollars ($250) for each
permit.

(t) The board shall charge a fee for the processing and issuance of a registration to a pharmacy
technician and a separate fee for the biennial renewal of the registration. The registration fee shall be
twenty-five dollars ($25) and may be increased to fifty dollars ($50). The biennial renewal fee shall be
twenty-five dollars ($25) and may be increased to fifty dollars ($50).
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(u) The fee for a veterinary food-animal drug retailer license shall be four hundred dollars ($400). The

annual renewal fee for a veterinary food-animal drug retailer shall be two hundred fifty dollars ($250).
(v) The fee for issuance of a retired license pursuant to Section 4200.5 shall be thirty dollars ($30).
(w) This section shall become operative on January 1, 2006.

Health and Safety Code

Effective Oct. 4, 2005
1261.6. (a) (1) For purposes of this section and Section 1261.5, an "automated drug delivery system"
means a mechanical system that performs operations or activities, other than compounding or
administration, relative to the storage, dispensing, or distribution of drugs. An automated drug delivery
system shall collect, control, and maintain all transaction information to accurately track the movement of
drugs into and out of the system for security, accuracy, and accountability.
(2) For purposes of this section, "facility" means a health facility licensed pursuant to subdivision (c),
(d), or both, of Section 1250 that has an automated drug delivery system provided by a pharmacy.
(3) For purposes of this section, "pharmacy services" means the provision of both routine and
emergency drugs and biologicals to meet the needs of the patient as prescribed by a physician.
(b) Transaction information shall be made readily available in a written format for review and inspection
by individuals authorized by law. These records shall be maintained in the facility for a minimum of three
years.
(c) Individualized and specific access to automated drug delivery systems shall be limited to facility and
contract personnel authorized by law to administer drugs.
(d) (1) The facility and the pharmacy shall develop and implement written policies and procedures to
ensure safety, accuracy, accountability, security, patient confidentiality, and maintenance of the quality,
potency, and purity of stored drugs. Policies and procedures shall define access to the automated drug
delivery system and limits to access to equipment and drugs.
(2) All policies and procedures shall be maintained at the pharmacy operating the automated drug
delivery system and the location where the automated drug delivery system is being used.
(e) When used as an emergency pharmaceutical supplies container, drugs removed from the automated
drug delivery system shall be limited to the following:
(1) A new drug order given by a prescriber for a patient of the facility for administration prior to the
next scheduled delivery from the pharmacy, or 72 hours, whichever is less. The drugs shall be
retrieved only upon authorization by a pharmacist and after the pharmacist has reviewed the
prescriber's order and the patient's profile for potential contraindications and adverse drug reactions.
(2) Drugs that a prescriber has ordered for a patient on an as-needed basis, if the utilization and
retrieval of those drugs are subject to ongoing review by a pharmacist.
(3) Drugs designed by the patient care policy committee or pharmaceutical service committee of the
facility as emergency drugs or acute onset drugs. These drugs may be retrieved from an automated
drug delivery system pursuant to the order of a prescriber for emergency or immediate administration
to a patient of the facility. Within 48 hours after retrieval under this paragraph, the case shall be
reviewed by a pharmacist.
(f) When used to provide pharmacy services pursuant to Section 4119.1 of the Business and Professions
Code, the automated drug delivery system shall be subject to all of the following requirements:
(1) Drugs removed from the automated drug delivery system for administration to a patient shall be in
properly labeled units of administration containers or packages.
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(2) A pharmacist shall review and approve all orders prior to a drug being removed from the
automated drug delivery system for administration to a patient. The pharmacist shall review the
prescriber's order and the patient's profile for potential contraindications and adverse drug reactions.
(3) The pharmacy providing services to the facility pursuant to Section 4119.1 of the Business and
Professions Code shall control access to the drugs stored in the automated drug delivery system.
(4) Access to the automated drug delivery system shall be controlled and tracked using an
identification or password system or biosensor.
(5) The automated drug delivery system shall make a complete and accurate record of all transactions
which will include all users accessing the system and all drugs added to or removed from the system.
(6) After the pharmacist reviews the prescriber's order, access by licensed personnel to the automated
drug delivery system shall be limited only to the drug as ordered by the prescriber and reviewed by
the pharmacist and that is specific to the patient. When the prescriber's order requires a dosage
variation of the same drug, licensed personnel shall only have access to the drug ordered for that
scheduled time of administration.
(g) The stocking of an automated drug delivery system shall be performed by a pharmacist. If the
automated drug delivery system utilizes removable pockets or drawers, or similar technology, the
stocking system may be done outside of the facility and be delivered to the facility if all of the following
conditions are met:
(1) The task of placing drugs into the removable pockets or drawers is performed by a pharmacist or
by an intern pharmacist or a pharmacy technician working under the direct supervision of a
pharmacist.
(2) The removable pockets or drawers are transported between the pharmacy and the facility in a
secure tamper-evident container.
(3) The facility, in conjunction with the pharmacy, has developed policies and procedures to ensure
that the pockets or drawers are properly placed into the automated drug delivery system.
(h) Review of the drugs contained within, and the operation and maintenance of, the automated drug
delivery system shall be done in accordance with law and shall be the responsibility of the pharmacy. The
review shall be conducted on a monthly basis by a pharmacist and shall include a physical inspection of
the drugs in the automated drug delivery system, an inspection of the automated drug delivery system
machine for cleanliness, and a review of all transaction records in order to verify the security and
accountability of the system.
(1) Drugs dispensed from an automated drug delivery system that meets the requirements of this section
shall not be subject to the labeling requirements of Section 4076 of the Business and Professions Code or
Section 111480 of this code if the drugs to be placed into the automated drug delivery system are in unit
dose packaging or unit of use and if the information required by Section 4076 of the Business and
Professions Code and Section 111480 of this code is readily available at the time of drug administration.

11100. (a) Any manufacturer, wholesaler, retailer, or other person or entity in this state that sells,
transfers, or otherwise furnishes any of the following substances to any person or entity in this state or
any other state shall submit a report to the Department of Justice of all of those transactions:

(1) Phenyl-2-propanone.

(2) Methylamine.

(3) Ethylamine.

(4) D-lysergic acid.

(5) Ergotamine tartrate.

(6) Diethyl malonate.

(7) Malonic acid.

(8) Ethyl malonate.

(9) Barbituric acid.

(10) Piperidine.

(11) N-acetylanthranilic acid.
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(12) Pyrrolidine.

(13) Phenylacetic acid.

(14) Anthranilic acid.

(15) Morpholine.

(16) Ephedrine.

(17) Pseudoephedrine.

(18) Norpseudoephedrine.
(19) Phenylpropanolamine.
(20) Propionic anhydride.
(21) Isosafrole.

(22) Safrole.

(23) Piperonal.

(24) Thionylchloride.

(25) Benzyl cyanide.

(26) Ergonovine maleate.
(27) N-methylephedrine.
(28) N-ethylephedrine.

(29) N-methylpseudoephedrine.
(30) N-ethylpseudoephedrine.
(31) Chloroephedrine.

(32) Chloropseudoephedrine.
(33) Hydriodic acid.

(34) Gamma-butyrolactone, including butyrolactone; butyrolactone gamma; 4-butyrolactone; 2(3H)-
furanone dihydro; dihydro-2 (3H)-furanone; tetrahydro-2-furanone; 1,2-butanolide; 1,4-butanolide;
4-butanolide; gamma-hydroxybutyric acid lactone; 3-hydroxybutyric acid lactone and 4-
hydroxybutanoic acid lactone with Chemical Abstract Service number (96-48-0).

(35) 1,4-butanediol, including butanediol; butane-1,4-diol; 1,4-butylene glycol; butylene glycol; 1,4-
dihydroxybutane; 1,4-tetramethylene glycol; tetramethylene glycol; tetramethylene 1,4-diol with
Chemical Abstract Service number (110-63-4).

(36) Red phosphorus, including white phosphorus, hypophosphorous acid and its salts, ammonium
hypophosphite, calcium hypophosphite, iron hypophosphite, potassium hypophosphite,
manganese hypophosphite, magnesium hypophosphite, sodium hypophosphite, and phosphorous
acid and its salts.

(37) lodine or tincture of iodine.

(38) Any of the substances listed by the Department of Justice in regulations promulgated pursuant

to subdivision (b).
(b) The Department of Justice may adopt rules and regulations in accordance with Chapter 3.5
(commencing with Section 11340) of Part 1 of Division 3 of Title 2 of the Government Code that add
substances to subdivision (a) if the substance is a precursor to a controlled substance and delete
substances from subdivision (a). However, no regulation adding or deleting a substance shall have any
effect beyond March 1 of the year following the calendar year during which the regulation was adopted.
(c) (1) (A) Any manufacturer, wholesaler, retailer, or other person or entity in this state, prior to selling,
transferring, or otherwise furnishing any substance specified in subdivision (a) to any person or business
entity in this state or any other state, shall require (A) a letter of authorization from that person or business
entity that includes the currently valid business license number or federal Drug Enforcement
Administration (DEA) registration number, the address of the business, and a full description of how the
substance is to be used, and (B) proper identification from the purchaser. The manufacturer, wholesaler,
retailer, or other person or entity in this state shall retain this information in a readily available manner for
three years. The requirement for a full description of how the substance is to be used does not require the
person or business entity to reveal their chemical processes that are typically considered trade secrets and
proprietary information.
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(B) For the purposes of this paragraph, "proper identification" for in-state or out-of-state purchasers
includes two or more of the following: federal tax identification number; seller's permit
identification number; city or county business license number; license issued by the California
Department of Health Services; registration number issued by the Federal Drug Enforcement
Administration; precursor business permit number issued by the Bureau of Narcotic Enforcement
of the California Department of Justice; driver's license; or other identification issued by a state.

(2) (A) Any manufacturer, wholesaler, retailer, or other person or entity in this state that exports a
substance specified in subdivision (a) to any person or business entity located in a foreign country
shall, on or before the date of exportation, submit to the Department of Justice a notification of that
transaction, which notification shall include the name and quantity of the substance to be exported
and the name, address, and, if assigned by the foreign country or subdivision thereof, business
identification number of the person or business entity located in a foreign country importing the
substance.

(B) The department may authorize the submission of the notification on a monthly basis with respect to
repeated, regular transactions between an exporter and an importer involving a substance
specified in subdivision (a), if the department determines that a pattern of regular supply of the
substance exists between the exporter and importer and that the importer has established a record
of utilization of the substance for lawful purposes.

(d) (1) Any manufacturer, wholesaler, retailer, or other person or entity in this state that sells, transfers, or
otherwise furnishes a substance specified in subdivision (a) to a person or business entity in this state or
any other state shall, not less than 21 days prior to delivery of the substance, submit a report of the
transaction, which includes the identification information specified in subdivision (c), to the Department
of Justice. The Department of Justice may authorize the submission of the reports on a monthly basis with
respect to repeated, regular transactions between the furnisher and the recipient involving the substance or
substances if the Department of Justice determines that a pattern of regular supply of the substance or
substances exists between the manufacturer, wholesaler, retailer, or other person or entity that sells,
transfers, or otherwise furnishes the substance or substances and the recipient of the substance or
substances, and the recipient has established a record of utilization of the substance or substances for
lawful purposes.

(2) The person selling, transferring, or otherwise furnishing any substance specified in subdivision

(a) shall affix his or her signature or otherwise identify himself or herself as a witness to the

identification of the purchaser or purchasing individual, and shall, if a common carrier is used,

maintain a manifest of the delivery to the purchaser for three years.
(e) This section shall not apply to any of the following:

(1) Any pharmacist or other authorized person who sells or furnishes a substance upon the

prescription of a physician, dentist, podiatrist, or veterinarian.

(2) Any physician, dentist, podiatrist, or veterinarian who administers or furnishes a substance to

his or her patients.

(3) Any manufacturer or wholesaler licensed by the California State Board of Pharmacy that sells,

transfers, or otherwise furnishes a substance to a licensed pharmacy, physician, dentist, podiatrist,

or veterinarian, or a retail distributor as defined in subdivision (h), provided that the manufacturer

or wholesaler submits records of any suspicious sales or transfers as determined by the Department

of Justice.

(4) Any analytical research facility that is registered with the federal Drug Enforcement

Administration of the United States Department of Justice.

(5) A state-licensed health care facility that administers or furnishes a substance to its patients.

(6) (A) Any sale, transfer, furnishing, or receipt of any product that contains ephedrine,

pseudoephedrine, norpseudoephedrine, or phenylpropanolamine and which is lawfully sold,

transferred, or furnished over the counter without a prescription pursuant to the federal Food, Drug,

and Cosmetic Act (21 U.S.C. Sec. 301 et seq.) or regulations adopted thereunder. However, this

section shall apply to preparations in solid or liquid dosage form, except pediatric liquid forms, as
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defined, containing ephedrine, pseudoephedrine, norpseudoephedrine, or phenylpropanolamine
where the individual transaction involves more than three packages or nine grams of ephedrine,
pseudoephedrine, norpseudoephedrine, or phenylpropanolamine.

(B) Any ephedrine, pseudoephedrine, norpseudoephedrine, or phenylpropanolamine product
subsequently removed from exemption pursuant to Section 814 of Title 21 of the United States
Code shall similarly no longer be exempt from any state reporting or permitting requirement,
unless otherwise reinstated pursuant to subdivision (d) or (e) of Section 814 of Title 21 of the
United States Code as an exempt product.

(7) The sale, transfer, furnishing, or receipt of any betadine or povidone solution with an iodine
content not exceeding 1 percent in containers of eight ounces or less, or any tincture of iodine not
exceeding 2 percent in containers of one ounce or less, that is sold over the counter.
(8) Any transfer of a substance specified in subdivision (a) for purposes of lawful disposal as
waste.
(f) (1) Any person specified in subdivision (a) or (d) who does not submit a report as required by that
subdivision or who knowingly submits a report with false or fictitious information shall be punished by
imprisonment in a county jail not exceeding six months, by a fine not exceeding five thousand dollars
($5,000), or by both the fine and imprisonment.
(2) Any person specified in subdivision (a) or (d) who has previously been convicted of a violation
of paragraph (1) shall, upon a subsequent conviction thereof, be punished by imprisonment in the
state prison, or by imprisonment in a county jail not exceeding one year, by a fine not exceeding one
hundred thousand dollars ($100,000), or by both the fine and imprisonment.
(g) (1) Except as otherwise provided in subparagraph (A) of paragraph (6) of subdivision (e), it is
unlawful for any manufacturer, wholesaler, retailer, or other person to sell, transfer, or otherwise furnish a
substance specified in subdivision (a) to a person under 18 years of age.
(2) Except as otherwise provided in subparagraph (A) of paragraph (6) of subdivision (e), it is
unlawful for any person under 18 years of age to possess a substance specified in subdivision (a).
(3) Notwithstanding any other law, it is unlawful for any retail distributor to (i) sell in a single
transaction more than three packages of a product that he or she knows to contain ephedrine,
pseudoephedrine, norpseudoephedrine, or phenylpropanolamine, or (ii) knowingly sell more than
nine grams of ephedrine, pseudoephedrine, norpseudoephedrine, or phenylpropanolamine, other
than pediatric liquids as defined. Except as otherwise provided in this section, the three package per
transaction limitation or nine gram per transaction limitation imposed by this paragraph shall apply
to any product that is lawfully sold, transferred, or furnished over the counter without a prescription
pursuant to the federal Food, Drug, and Cosmetic Act (21 U.S.C. Sec. 301 et seq.), or regulations
adopted thereunder, unless exempted from the requirements of the federal Controlled Substances
Act by the federal Drug Enforcement Administration pursuant to Section 814 of Title 21 of the
United States Code.
(4) (A) A first violation of this subdivision is a misdemeanor.

(B) Any person who has previously been convicted of a violation of this subdivision shall, upon a
subsequent conviction thereof, be punished by imprisonment in a county jail not exceeding one
year, by a fine not exceeding ten thousand dollars ($10,000), or by both the fine and
imprisonment.

(h) For the purposes of this article, the following terms have the following meanings:
(1) "Drug store" is any entity described in Code 5912 of the Standard Industrial Classification (SIC)
Manual published by the United States Office of Management and Budget, 1987 edition.
(2) "General merchandise store" is any entity described in Codes 5311 to 5399, inclusive, and Code
5499 of the Standard Industrial Classification (SIC) Manual published by the United States Office of
Management and Budget, 1987 edition.
(3) "Grocery store" is any entity described in Code 5411 of the Standard Industrial Classification
(SIC) Manual published by the United States Office of Management and Budget, 1987 edition.
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(4) "Pediatric liquid" means a nonencapsulated liquid whose unit measure according to product
labeling is stated in milligrams, ounces, or other similar measure. In no instance shall the dosage
units exceed 15 milligrams of phenylpropanolamine or pseudoephedrine per five milliliters of liquid
product, except for liquid products primarily intended for administration to children under two years
of age for which the recommended dosage unit does not exceed two milliliters and the total package
content does not exceed one fluid ounce.
(5) "Retail distributor" means a grocery store, general merchandise store, drugstore, or other related
entity, the activities of which, as a distributor of ephedrine, pseudoephedrine, norpseudoephedrine,
or phenylpropanolamine products, are limited exclusively to the sale of ephedrine, pseudoephedrine,
norpseudoephedrine, or phenylpropanolamine products for personal use both in number of sales and
volume of sales, either directly to walk-in customers or in face-to-face transactions by direct sales.
"Retail distributor" includes an entity that makes a direct sale, but does not include the parent
company of that entity if the company is not involved in direct sales regulated by this article.
(6) "Sale for personal use" means the sale in a single transaction to an individual customer for a
legitimate medical use of a product containing ephedrine, pseudoephedrine, norpseudoephedrine, or
phenylpropanolamine in dosages at or below that specified in paragraph (3) of subdivision (g). "Sale
for personal use" also includes the sale of those products to employers to be dispensed to employees
from first-aid kits or medicine chests.

(1) It is the intent of the Legislature that this section shall preempt all local ordinances or regulations

governing the sale by a retail distributor of over-the-counter products containing ephedrine,

pseudoephedrine, norpseudoephedrine, or phenylpropanolamine.

11100.05. (2) In addition to any fine or imprisonment imposed under subdivision (f) of Section 11100 or
subdivision (j) of Section 11106 of the Health and Safety Code, the following drug cleanup fine shall be
imposed:
(1) Ten thousand dollars ($10,000) for violations described in paragraph (1) of subdivision (f) of
Section 11100.
(2) One hundred thousand dollars ($100,000) for violations described in paragraph (2) of
subdivision (f) of Section 11100.
(3) Ten thousand dollars ($10,000) for violations described in subdivision (j) of Section 11106.
(b) At least once a month, all fines collected under this section shall be transferred to the State Treasury
for deposit in the Clandestine Drug Lab Clean-up Account. The transmission to the State Treasury shall
be carried out in the same manner as fines collected for the state by a county.

11100.1. (a) Any manufacturer, wholesaler, retailer, or other person or entity in this state that obtains
from a source outside of this state any substance specified in subdivision (a) of Section 11100 shall
submit a report of that transaction to the Department of Justice 21 days in advance of obtaining the
substance. However, the Department of Justice may authorize the submission of reports within 72 hours,
or within a timeframe and in a manner acceptable to the Department of Justice, after the actual physical
obtaining of a specified substance with respect to repeated transactions between a furnisher and an
obtainer involving the substances, if the Department of Justice determines that the obtainer has
established a record of utilization of the substances for lawful purposes. This section does not apply to
any person whose prescribing or dispensing activities are subject to the reporting requirements set forth in
Section 11164; any manufacturer or wholesaler who is licensed by the California State Board of
Pharmacy and also registered with the federal Drug Enforcement Administration of the United States
Department of Justice; any analytical research facility that is registered with the federal Drug
Enforcement Administration of the United States Department of Justice; or any state-licensed health care
facility.

(b) (1) Any person specified in subdivision (a) who does not submit a report as required by that
subdivision shall be punished by imprisonment in a county jail not exceeding six months, by a fine not
exceeding five thousand dollars ($5,000), or by both that fine and imprisonment.
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(2) Any person specified in subdivision (a) who has been previously convicted of a violation of
subdivision (a) who subsequently does not submit a report as required by subdivision (a) shall be
punished by imprisonment in the state prison, or by imprisonment in a county jail not exceeding
one year, by a fine not exceeding one hundred thousand dollars ($100,000), or by both that fine and
imprisonment.

11104. (a) Any manufacturer, wholesaler, retailer, or other person or entity that sells, transfers, or
otherwise furnishes any of the substances listed in subdivision (a) of Section 11100 with knowledge or
the intent that the recipient will use the substance to unlawfully manufacture a controlled substance is
guilty of a felony.

(b) Any manufacturer, wholesaler, retailer, or other person or entity that sells, transfers, or otherwise
furnishes any laboratory glassware or apparatus, any chemical reagent or solvent, or any combination
thereof, or any chemical substance specified in Section 11107.1, with knowledge that the recipient will
use the goods or chemical substance to unlawfully manufacture a controlled substance, is guilty of a
misdemeanor.

(c) Any person who receives or distributes any substance listed in subdivision (a) of Section 11100, or
any laboratory glassware or apparatus, any chemical reagent or solvent, or any combination thereof, or
any chemical substance specified in Section 11107.1, with the intent of causing the evasion of the
recordkeeping or reporting requirements of this article, is guilty of a misdemeanor.

11104.5. Any person who knowingly or intentionally possesses any laboratory glassware or apparatus,
any chemical reagent or solvent, or any combination thereof, or any chemical substance specified in
paragraph (36) or (37) of subdivision (a) of Section 11100, Section 11107, or Section 11107.1, with the
intent to manufacture a controlled substance, is guilty of a misdemeanor.

11106. (a) (1) (A) Any manufacturer, wholesaler, retailer, or any other person or entity in this state that
sells, transfers, or otherwise furnishes any substance specified in subdivision (a) of Section 11100 to a
person or business entity in this state or any other state or who obtains from a source outside of the state
any substance specified in subdivision (a) of Section 11100 shall submit an application to, and obtain a
permit for the conduct of that business from, the Department of Justice. For any substance added to the
list set forth in subdivision (a) of Section 11100 on or after January 1, 2002, the Department of Justice
may postpone the effective date of the requirement for a permit for a period not to exceed six months
from the listing date of the substance.

(B) An intracompany transfer does not require a permit if the transferor is a permittee. Transfers
between company partners or between a company and an analytical laboratory do not require a
permit if the transferor is a permittee and a report as to the nature and extent of the transfer is
made to the Department of Justice pursuant to Section 11100 or 11100.1.

(C) This paragraph shall not apply to any manufacturer, wholesaler, or wholesale distributor
who is licensed by the California State Board of Pharmacy and also registered with the
federal Drug Enforcement Administration of the United States Department of Justice; any
pharmacist or other authorized person who sells or furnishes a substance upon the
prescription of a physician, dentist, podiatrist, or veterinarian; any state-licensed health care
facility, physician, dentist, podiatrist, veterinarian, or veterinary food-animal drug retailer
licensed by the California State Board of Pharmacy that administers or furnishes a substance
to a patient; or any analytical research facility that is registered with the federal Drug
Enforcement Administration of the United States Department of Justice.

(D) This paragraph shall not apply to the sale, transfer, furnishing, or receipt of any betadine
or povidone solution with an iodine content not exceeding 1 percent in containers of eight
ounces or less, or any tincture of iodine not exceeding 2 percent in containers of one ounce or
less, that is sold over the counter.
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(2) Except as provided in paragraph (3), no permit shall be required of any manufacturer,
wholesaler, retailer, or other person or entity for the sale, transfer, furnishing, or obtaining of any
product which contains ephedrine, pseudoephedrine, norpseudoephedrine, or phenylpropanolamine
and which is lawfully sold, transferred, or furnished over the counter without a prescription or by a
prescription pursuant to the federal Food, Drug, and Cosmetic Act (21 U.S.C. Sec. 301 et seq.) or
regulations adopted thereunder.
(3) A permit shall be required for the sale, transfer, furnishing, or obtaining of preparations in solid
or liquid dosage form containing ephedrine, pseudoephedrine, norpseudoephedrine, or
phenylpropanolamine, unless (A) the transaction involves the sale of ephedrine, pseudoephedrine,
norpseudoephedrine, or phenylpropanolamine products by retail distributors as defined by this
article over the counter and without a prescription, or (B) the transaction is made by a person or
business entity exempted from the permitting requirements of this subdivision under paragraph (1).
(b) (1) The department shall provide application forms, which are to be completed under penalty of
perjury, in order to obtain information relating to the identity of any applicant applying for a permit,
including, but not limited to, the business name of the applicant or the individual name, and if a corporate
entity, the names of its board of directors, the business in which the applicant is engaged, the business
address of the applicant, a full description of any substance to be sold, transferred, or otherwise furnished
or to be obtained, the specific purpose for the use, sale, or transfer of those substances specified in
subdivision (a) of Section 11100, the training, experience, or education relating to this use, and any
additional information requested by the department relating to possible grounds for denial as set forth in
this section, or by applicable regulations adopted by the department.
(2) The requirement for the specific purpose for the use, sale, or transfer of those substances
specified in subdivision (a) of Section 11100 does not require applicants or permittees to reveal their
chemical processes that are typically considered trade secrets and proprietary business information.
(c) Applicants and permittees shall authorize the department, or any of its duly authorized representatives,
as a condition of being permitted, to make any examination of the books and records of any applicant,
permittee, or other person, or visit and inspect the business premises of any applicant or permittee during
normal business hours, as deemed necessary to enforce this chapter.
(d) An application may be denied, or a permit may be revoked or suspended, for reasons which include,
but are not limited to, the following:
(1) Materially falsifying an application for a permit or an application for the renewal of a permit.
(2) If any individual owner, manager, agent, representative, or employee for the applicant who has
direct access, management, or control for any substance listed under subdivision (a) of Section
11100, is or has been convicted of a misdemeanor or felony relating to any of the substances listed
under subdivision (a) of Section 11100, any misdemeanor drug-related offense, or any felony
under the laws of this state or the United States.
(3) Failure to maintain effective controls against the diversion of precursors to unauthorized
persons or entities.
(4) Failure to comply with this article or any regulations of the department adopted thereunder.
(5) Failure to provide the department, or any duly authorized federal or state official, with access to
any place for which a permit has been issued, or for which an application for a permit has been
submitted, in the course of conducting a site investigation, inspection, or audit; or failure to
promptly produce for the official conducting the site investigation, inspection, or audit any book,
record, or document requested by the official. (6) Failure to provide adequate documentation of a
legitimate business purpose involving the applicant's or permittee's use of any substance listed in
subdivision (a) of Section 11100.
(7) Commission of any act which would demonstrate actual or potential unfitness to hold a permit
in light of the public safety and welfare, which act is substantially related to the qualifications,
functions, or duties of a permitholder.
(8) If any individual owner, manager, agent, representative, or employee for the applicant who has
direct access, management, or control for any substance listed under subdivision (a) of Section
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11100, willfully violates or has been convicted of violating, any federal, state, or local criminal
statute, rule, or ordinance regulating the manufacture, maintenance, disposal, sale, transfer, or
furnishing of any of those substances.
(e) Notwithstanding any other provision of law, an investigation of an individual applicant's
qualifications, or the qualifications of an applicant's owner, manager, agent, representative, or employee
who has direct access, management, or control of any substance listed under subdivision (a) of Section
11100, for a permit may include review of his or her summary criminal history information pursuant to
Sections 11105 and 13300 of the Penal Code, including, but not limited to, records of convictions,
regardless of whether those convictions have been expunged pursuant to Section 1203.4 of the Penal
Code, and any arrests pending adjudication.
(f) The department may retain jurisdiction of a canceled or expired permit in order to proceed with any
investigation or disciplinary action relating to a permittee.
(g) The department may grant permits on forms prescribed by it, which shall be effective for not more
than one year from the date of issuance and which shall not be transferable. Applications and permits
shall be uniform throughout the state, on forms prescribed by the department.
(h) Each applicant shall pay at the time of filing an application for a permit a fee determined by the
department which shall not exceed the application processing costs of the department.
(1) A permit granted pursuant to this article may be renewed one year from the date of issuance, and
annually thereafter, following the timely filing of a complete renewal application with all supporting
documents, the payment of a permit renewal fee not to exceed the application processing costs of the
department, and a review of the application by the department.
(j) Selling, transferring, or otherwise furnishing or obtaining any substance specified in subdivision (a) of
Section 11100 without a permit is a misdemeanor or a felony.
(k) (1) No person under 18 years of age shall be eligible for a permit under this section.
(2) No business for which a permit has been issued shall employ a person under 18 years of age in
the capacity of a manager, agent, or representative. (1) (1) An applicant, or an applicant's
employees who have direct access, management, or control of any substance listed under
subdivision (a) of Section 11100, for an initial permit shall submit with the application one set of
10-print fingerprints for each individual acting in the capacity of an owner, manager, agent, or
representative for the applicant, unless the applicant's employees are exempted from this
requirement by the Department of Justice. These exemptions may only be obtained upon the
written request of the applicant.
(2) In the event of subsequent changes in ownership, management, or employment, the permittee
shall notify the department in writing within 15 calendar days of the changes, and shall submit one
set of 10-print fingerprints for each individual not previously fingerprinted under this section.

11107.1. (a) Any manufacturer, wholesaler, retailer, or other person or entity in this state that sells to any
person or entity in this state or any other state any quantity of sodium cyanide, potassium cyanide,
cyclohexanone, bromobenzene, magnesium turnings, mercuric chloride, sodium metal, lead acetate,
palladium black, hydrogen chloride gas, trichlorofluoromethane (fluorotrichloromethane),
dichlorodifluoromethane, 1,1,2-trichloro-1,2,2-trifluoroethane (trichlorotrifluoroethane), sodium acetate,
or acetic anhydride shall do the following:
(1) (A) Notwithstanding any other provision of law, in any face-to-face or will-call sale, the seller
shall prepare a bill of sale which identifies the date of sale, cost of sale, method of payment, the
specific items and quantities purchased and the proper purchaser identification information, all of
which shall be entered onto the bill of sale or a legible copy of the bill of sale, and shall also affix
on the bill of sale his or her signature as witness to the purchase and identification of the purchaser.
(B) For the purposes of this paragraph, "proper purchaser identification" includes a valid
driver's license or other official and valid state-issued identification of the purchaser that
contains a photograph of the purchaser, and includes the residential or mailing address of the
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purchaser, other than a post office box number, the motor vehicle license number of the
motor vehicle used by the purchaser at the time of purchase, a description of how the
substance is to be used, the Environmental Protection Agency certification number or resale
tax identification number assigned to the individual or business entity for which the
individual is purchasing any chlorofluorocarbon product, and the signature of the purchaser.
(C) The seller shall retain the original bill of sale containing the purchaser identification
information for five years in a readily presentable manner, and present the bill of sale
containing the purchaser identification information upon demand by any law enforcement
officer or authorized representative of the Attorney General. Copies of these bills of sale
obtained by representatives of the Attorney General shall be maintained by the Department of
Justice for a period of not less than five years.
(2) (A) Notwithstanding any other law, in all sales other than face-to-face or will-call sales the
seller shall maintain for a period of five years the following sales information: the name and
address of the purchaser, date of sale, product description, cost of product, method of payment,
method of delivery, delivery address, and valid identifying information.

(B) For the purposes of this paragraph, "valid identifying information" includes two or more of the
following: federal tax identification number; resale tax identification number; city or county
business license number; license issued by the State Department of Health Services; registration
number issued by the federal Drug Enforcement Administration; precursor business permit
number issued by the Bureau of Narcotic Enforcement of the Department of Justice; driver's
license; or other identification issued by a state.

(C) The seller shall, upon the request of any law enforcement officer or any authorized
representative of the Attorney General, produce a report or record of sale containing the
information in a readily presentable manner.
(D) If a common carrier is used, the seller shall maintain a manifest regarding the delivery in
a readily presentable manner for a period of five years.
(b) Any manufacturer, wholesaler, retailer, or other person or entity in this state that purchases any item
listed in subdivision (a) of Section 11107.1 shall do the following:
(1) Provide on the record of purchase information on the source of the items purchased, the date of
purchase, a description of the specific items, the quantities of each item purchased, and the cost of
the items purchased.
(2) Retain the record of purchase for three years in a readily presentable manner and present the
record of purchase upon demand to any law enforcement officer or authorized representative of the
Attorney General.
(c) (1) A first violation of this section is a misdemeanor.
(2) Any person who has previously been convicted of a violation of this section shall, upon a
subsequent conviction thereof, be punished by imprisonment in a county jail not exceeding one
year, by a fine not exceeding one hundred thousand dollars ($100,000), or both the fine and
imprisonment.

11159.2. (a) Notwithstanding any other provision of law, a prescription for a controlled substance for use
by a patient who has a terminal illness may be written on a prescription form that does not meet the
requirements of Section 11162.1 if the prescription meets the following requirements:
(1) Contain the information specified in subdivision (a) of Section 11164.
(2) Indicate that the prescriber has certified that the patient is terminally ill by the words "11159.2
exemption."
(b) A pharmacist may fill a prescription pursuant to this section when there is a technical error in the
certification required by paragraph (2) of subdivision (a), provided that he or she has personal knowledge
of the patient's terminal illness, and subsequently returns the prescription to the prescriber for correction
within 72 hours.



27

(¢) For purposes of this section, "terminally il1" means a patient who meets all of the following
conditions:
(1) In the reasonable medical judgment of the prescribing physician, the patient has been determined to
be suffering from an illness that is incurable and irreversible.
(2) In the reasonable medical judgment of the prescribing physician, the patient's illness will, if the
illness takes its normal course, bring about the death of the patient within a period of one year.
(3) The patient's treatment by the physician prescribing a controlled substance pursuant to this section
primarily is for the control of pain, symptom management, or both, rather than for cure of the illness.
(d) This section shall become operative on July 1, 2004.

11161. (a) When a practitioner is named in a warrant of arrest or is charged in an accusatory pleading
with a felony violation of Section 11153, 11154, 11156, 11157, 11170, 11173, 11350, 11351, 11352,
11353, 11353.5, 11377, 11378, 11378.5, 11379, 11379.5, or 11379.6, the court in which the accusatory
pleading is filed or the magistrate who issued the warrant of arrest shall, upon the motion of a law
enforcement agency which is supported by reasonable cause, issue an order which requires the
practitioner to surrender to the clerk of the court all controlled substance prescription forms in the
practitioner's possession at a time set in the order and which prohibits the practitioner from obtaining,
ordering, or using any additional prescription forms. The law enforcement agency obtaining the order
shall notify the Department of Justice of this order. Except as provided in subdivisions (b) and (e) of this
section, the order shall remain in effect until further order of the court. Any practitioner possessing
prescription forms in violation of the order is guilty of a misdemeanor.

(b) The order provided by subdivision (a) shall be vacated if the court or magistrate finds

that the underlying violation or violations are not supported by reasonable cause at a

hearing held within two court days after the practitioner files and personally serves upon

the prosecuting attorney and the law enforcement agency that obtained the order, a notice

of motion to vacate the order with any affidavits on which the practitioner relies. At the

hearing, the burden of proof, by a preponderance of the evidence, is on the prosecution.

Evidence presented at the hearing shall be limited to the warrant of arrest with supporting

affidavits, the motion to require the defendant to surrender controlled substance

prescription forms and to prohibit the defendant from obtaining, ordering, or using

controlled substance prescription forms, with supporting affidavits, the sworn complaint

together with any documents or reports incorporated by reference thereto which, if based

on information and belief, state the basis for the information, or any other documents of

similar reliability as well as affidavits and counter affidavits submitted by the prosecution

and defense. Granting of the motion to vacate the order is no bar to prosecution of the

alleged violation or violations.

(c) The defendant may elect to challenge the order issued under subdivision (a) at the preliminary
examination. At that hearing, the evidence shall be limited to that set forth in subdivision (b) and any
other evidence otherwise admissible at the preliminary examination.

(d) If the practitioner has not moved to vacate the order issued under subdivision (a) by the time of the
preliminary examination and he or she is held to answer on the underlying violation or violations, the
practitioner shall be precluded from afterwards moving to vacate the order. If the defendant is not held to
answer on the underlying charge or charges at the conclusion of the preliminary examination, the order
issued under subdivision (a) shall be vacated.

(e) Notwithstanding subdivision (d), any practitioner who is diverted pursuant to Chapter 2.5
(commencing with Section 1000) of Title 7 of Part 2 of the Penal Code may file a motion to vacate the
order issued under subdivision (a).

(f) This section shall become operative on November 1, 2004.

11161.5. (a) Prescription forms for controlled substance prescriptions shall be obtained from security
printers approved by the Department of Justice.
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(b) The department may approve security printer applications after the applicant has provided the
following information:
(1) Name, address, and telephone number of the applicant.
(2) Policies and procedures of the applicant for verifying the identity of the prescriber ordering
controlled substance prescription forms.
(3) Policies and procedures of the applicant for verifying delivery of controlled substance prescription
forms to prescribers.
(4) (A) The location, names, and titles of the applicant's agent for service of process in this state; all
principal corporate officers, if any; and all managing general partners, if any.
(B) A report containing this information shall be made on an annual basis and within 30 days
after any change of office, principal corporate officers, or managing general partner.

(5) (A) A signed statement indicating whether the applicant, principal corporate officers, or managing
general partners have ever been convicted of, or pled no contest to, a violation of any law of a foreign
country, the United States, or any state, or of any local ordinance.

(B) The department shall provide the applicant with the means and direction to provide
fingerprints and related information, in a manner specified by the department, for the purpose of
completing state, federal, or foreign criminal background checks.

(C) Any applicant described in subdivision (b) shall submit his or her fingerprint images and
related information to the department, for the purpose of the department obtaining information as
to the existence and nature of a record of state, federal, or foreign level convictions and state,
federal, or foreign level arrests for which the department establishes that the applicant was
released on bail or on his or her own recognizance pending trial, as described in subdivision (1) of
Section 11105 of the Penal Code. Requests for federal level criminal offender record information
received by the department pursuant to this section shall be forwarded to the Federal Bureau of
Investigation by the department.

(D) The department shall assess against each applicant a fee determined by the department to be
sufficient to cover all processing, maintenance, and investigative costs generated from or
associated with completing state, federal, or foreign background checks pursuant to this section
with respect to that applicant; the fee shall be paid by the applicant at the time he or she submits
fingerprints and related information to the department.

(E) The department shall retain fingerprint impressions and related information for subsequent
arrest notification pursuant to Section 11105.2 of the Penal Code for all applicants.

(c) The department may, within 60 calendar days of receipt of the application from the applicant, deny the

security printer application.

(d) The department may deny a security printer application on any of the following grounds:

(1) The applicant, any individual owner, partner, corporate officer, manager, agent, representative,
employee, or subcontractor for the applicant, who has direct access, management, or control of
controlled substance prescription forms, has been convicted of a crime. A conviction within the
meaning of this paragraph means a plea or verdict of guilty or a conviction following a plea of nolo
contendere. Any action which a board is permitted to take following the establishment of a conviction
may be taken when the time for appeal has elapsed, the judgment of conviction has been affirmed on
appeal, or when an order granting probation is made suspending the imposition of sentence,
irrespective of a subsequent order under the provisions of Section 1203.4 of the Penal Code.

(2) The applicant committed any act involving dishonesty, fraud, or deceit with the intent to
substantially benefit himself, herself, or another, or substantially injure another.

(3) The applicant committed any act that would constitute a violation of this division.

(4) The applicant knowingly made a false statement of fact required to be revealed in the application
to produce controlled substance prescription forms.

(5) The department determines that the applicant failed to demonstrate adequate security procedures
relating to the production and distribution of controlled substance prescription forms.

(6) The department determines that the applicant has submitted an incomplete application.
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(7) As a condition for its approval as a security printer, an applicant shall authorize the Department of
Justice to make any examination of the books and records of the applicant, or to visit and inspect the
applicant during business hours, to the extent deemed necessary by the board or department to
properly enforce this section.
(e) An approved applicant shall submit an exemplar of a controlled substance prescription form, with all
security features, to the Department of Justice within 30 days of initial production.
(f) The department shall maintain a list of approved security printers and the department shall make this
information available to prescribers and other appropriate government agencies, including the Board of
Pharmacy.
(g) Before printing any controlled substance prescription forms, a security printer shall verify with the
appropriate licensing board that the prescriber possesses a license and current prescribing privileges
which permits the prescribing of controlled substances.
(h) Controlled substance prescription forms shall be provided directly to the prescriber either in person,
by certified mail, or by a means that requires a signature signifying receipt of the package and provision
of that signature to the security printer.
(i) Security printers shall retain ordering and delivery records in a readily retrievable manner for
individual prescribers for three years.
(j) Security printers shall produce ordering and delivery records upon request by an authorized officer of
the law as defined in Section 4017 of the Business and Professions Code.
(k) (1) The department may revoke its approval of a security printer for a violation of this division or
action that would permit a denial pursuant to subdivision (d) of this section.
(2) When the department revokes its approval, it shall notify the appropriate licensing boards and remove
the security printer from the list of approved security printers.

11162.1. (a) The prescription forms for controlled substances shall be printed with the following features:
(1) A latent, repetitive "void" pattern shall be printed across the entire front of the prescription blank;
if a prescription is scanned or photocopied, the word "void" shall appear in a pattern across the entire
front of the prescription.

(2) A watermark shall be printed on the backside of the prescription blank; the watermark shall
consist of the words "California Security Prescription."
(3) A chemical void protection that prevents alteration by chemical washing.
(4) A feature printed in thermo-chromic ink.
(5) An area of opaque writing so that the writing disappears if the prescription is lightened.
(6) A description of the security features included on each prescription form.
(7) (A) Six quantity check off boxes shall be printed on the form and the following quantities shall
appear:
1-24
25-49
50-74
75-100
101-150
151 and over.
(B) In conjunction with the quantity boxes, a space shall be provided to designate the units referenced in
the quantity boxes when the drug is not in tablet or capsule form.
(8) Prescription blanks shall contain a statement printed on the bottom of the prescription blank that
the "Prescription is void if the number of drugs prescribed is not noted."
(9) The preprinted name, category of licensure, license number, federal controlled substance
registration number of the prescribing practitioner.
(10) A check box indicating the prescriber's order not to substitute.
(11) An identifying number assigned to the approved security printer by the Department of Justice.
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(12) (A) A check box by the name of each prescriber when a prescription form lists multiple
prescribers.
(B) Each prescriber who signs the prescription form shall identify himself or herself as the prescriber by
checking the box by their name.

(b) Each batch of controlled substance prescription forms shall have the lot number printed on the form

and each form within that batch shall be numbered sequentially beginning with the numeral one.

(c) (1) A prescriber designated by a licensed health care facility, a clinic specified in Section 1200, or a

clinic specified in subdivision (a) of Section 1206 that has 25 or more physicians or surgeons may order

controlled substance prescription forms for use by prescribers when treating patients in that facility

without the information required in paragraph (9) of subdivision (a) or paragraph (3) of this subdivision.
(2) Forms ordered pursuant to this subdivision shall have the name, category of licensure, license
number, and federal controlled substance registration number of the designated prescriber and the
name, address, category of licensure, and license number of the licensed health care facility the clinic
specified in Section 1200, or the clinic specified in subdivision (a) of Section 1206 that has 25 or
more physicians or surgeons preprinted on the form.
(3) Forms ordered pursuant to this section shall not be valid prescriptions without the name, category
of licensure, license number, and federal controlled substance registration number of the prescriber on
the form.
(4) (A) Except as provided in subparagraph (B), the designated prescriber shall maintain a record of
the prescribers to whom the controlled substance prescription forms are issued, that shall include the
name, category of licensure, license number, federal controlled substance registration number, and the
quantity of controlled substance prescription forms issued to each prescriber and be maintained in the
health facility for three years.

(B) Forms ordered pursuant to this subdivision that are printed by a computerized prescription generation
system shall not be subject to the requirements set forth in subparagraph (A) or paragraph (7) of
subdivision (a). Forms printed pursuant to this subdivision that are printed by a computerized
prescription generation system may contain the prescriber's name, category of professional
licensure, license number, federal controlled substance registration number, and the date of the
prescription.

(d) This section shall become operative on July 1, 2004.

11164. Except as provided in Section 11167, no person shall prescribe a controlled substance, nor shall
any person fill, compound, or dispense a prescription for a controlled substance, unless it complies with
the requirements of this section.
(a) Each prescription for a controlled substance classified in Schedule II, III, IV, or V, except as
authorized by subdivision (b), shall be made on a controlled substance prescription form as specified in
Section 11162.1 and shall meet the following requirements:
(1) The prescription shall be signed and dated by the prescriber in ink and shall contain the
prescriber's address and telephone number; the name of the person for whom the controlled substance
is prescribed; and the name, quantity, strength, and directions for use of the controlled substance
prescribed.
(2) The prescription shall also contain the address of the person for whom the controlled substance is
prescribed. If the prescriber does not specify this address on the prescription, the pharmacist filling
the prescription or an employee acting under the direction of the pharmacist shall write or type the
address on the prescription or maintain this information in a readily retrievable form in the pharmacy.
(b) (1) Notwithstanding paragraph (1) of subdivision (a) of Section 11162.1, any controlled substance
classified in Schedule III, IV, or V may be dispensed upon an oral or electronically transmitted
prescription, which shall be produced in hard copy form and signed and dated by the pharmacist filling
the prescription or by any other person expressly authorized by provisions of the Business and
Professions Code. Any person who transmits, maintains, or receives any electronically transmitted
prescription shall ensure the security, integrity, authority, and confidentiality of the prescription.
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(2) The date of issue of the prescription and all the information required for a written prescription by
subdivision (a) shall be included in the written record of the prescription; the pharmacist need not
include the address, telephone number, license classification, or federal registry number of the
prescriber or the address of the patient on the hard copy, if that information is readily retrievable in
the pharmacy.
(3) Pursuant to an authorization of the prescriber, any agent of the prescriber on behalf of the
prescriber may orally or electronically transmit a prescription for a controlled substance classified in
Schedule 111, IV, or V, if in these cases the written record of the prescription required by this
subdivision specifies the name of the agent of the prescriber transmitting the prescription.
(c) The use of commonly used abbreviations shall not invalidate an otherwise valid prescription.
(d) Notwithstanding any provision of subdivisions (a) and (b), prescriptions for a controlled substance
classified in Schedule V may be for more than one person in the same family with the same medical need.
(e) This section shall become operative on January 1, 2005.

Effective Oct. 4, 2005
11165. (a) To assist law enforcement and regulatory agencies in their efforts to control the diversion and
resultant abuse of Schedule II and Schedule III controlled substances, and for statistical analysis,
education, and research, the Department of Justice shall, contingent upon the availability of adequate
funds from the Contingent Fund of the Medical Board of California, the Pharmacy Board Contingent
Fund, the State Dentistry Fund, the Board of Registered Nursing Fund, and the Osteopathic Medical
Board of California Contingent Fund, maintain the Controlled Substance Utilization Review and
Evaluation System (CURES) for the electronic monitoring of the prescribing and dispensing of Schedule
II and Schedule III controlled substances by all practitioners authorized to prescribe or dispense these
controlled substances.
(b) The reporting of Schedule III controlled substance prescriptions to CURES shall be contingent upon
the availability of adequate funds from the Department of Justice. The Department of Justice may seek
and use grant funds to pay the costs incurred from the reporting of controlled substance prescriptions to
CURES. Funds shall not be appropriated from the Contingent Fund of the Medical Board of California,
the Pharmacy Board Contingent Fund, the State Dentistry Fund, the Board of Registered Nursing Fund,
or the Osteopathic Medical Board of California Contingent Fund to pay the costs of reporting Schedule 111
controlled substance prescriptions to CURES.
(c) CURES shall operate under existing provisions of law to safeguard the privacy and confidentiality of
patients. Data obtained from CURES shall only be provided to appropriate state, local, and federal
persons or public agencies for disciplinary, civil, or criminal purposes and to other agencies or entities, as
determined by the Department of Justice, for the purpose of educating practitioners and others in lieu of
disciplinary, civil, or criminal actions. Data may be provided to public or private entities, as approved by
the Department of Justice, for educational, peer review, statistical, or research purposes, provided that
patient information, including any information that may identify the patient, is not compromised. Further,
data disclosed to any individual or agency as described in this subdivision shall not be disclosed, sold, or
transferred to any third party.
(d) For each prescription for a Schedule II or Schedule III controlled substance, the dispensing pharmacy
shall provide the following information to the Department of Justice in a frequency and format specified
by the Department of Justice:

(1) Full name, address, gender, and date of birth of the patient.

(2) The prescriber's category of licensure and license number; federal controlled substance

registration number; and the state medical license number of any prescriber using the federal

controlled substance registration number of a government-exempt facility.

(3) Pharmacy prescription number, license number, and federal controlled substance registration

number.

(4) NDC (National Drug Code) number of the controlled substance dispensed.

(5) Quantity of the controlled substance dispensed.

(6) ICD-9 (diagnosis code), if available.

(7) Date of issue of the prescription.
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(8) Date of dispensing of the prescription.
(e) This section shall become operative on January 1, 2005.

11165.5. (a) The Board of Pharmacy shall, contingent upon the availability of adequate funds, evaluate
the viability of the implementing real time reporting and access to data on prescriptions for controlled
substances in the operation of the Controlled Substances Utilization Review and Evaluation System
(CURES). For the purposes of this subdivision, "real time reporting" means the ability to send and access
prescription data instantaneously in the operation of CURES.

(b) The Board of Pharmacy, in consultation with the Medical Board of California and Department of
Justice, shall contract with a vendor to prepare a feasibility study report in accordance with the State
Administrative Manual (SAM) to analyze the costs, benefits, and processes necessary to implement real
time reporting of controlled substances in the operation of CURES.

(c) This section shall be implemented to the extent that sufficient nonstate funds are received to cover the
costs to the Board of Pharmacy of providing staff, and for the preparation of the report. The costs incurred
by the Board of Pharmacy implementing this section shall be solicited and funded from nongovernmental
entities. It is not the responsibility of the Board of Pharmacy to solicit the funds for this study. The costs
for the feasibility study report and the staff to support the preparation of the report shall be no more than
two hundred fifty thousand dollars ($250,000). Any nonstate funds donated for that purpose are
appropriated to the Board of Pharmacy for that purpose.

(d) The board shall submit the feasibility study report to the Legislature on or before July 1, 2007, or
within 18 months of receipt of sufficient funding, whichever date is later.

(e) This section shall remain in effect until January 1, 2008, and as of that date is repealed, unless a later
enacted statute, that becomes operative on or before January 1, 2008, deletes or extends that date.

11190. (a) Every practitioner, other than a pharmacist, who prescribes or administers a controlled
substance classified in Schedule II shall make a record that, as to the transaction, shows all of the
following:
(1) The name and address of the patient.
(2) The date.
(3) The character, including the name and strength, and quantity of controlled substances involved.
(b) The prescriber's record shall show the pathology and purpose for which the controlled substance was
administered or prescribed.
(¢) (1) For each prescription for a Schedule II or Schedule 111 controlled substance that is dispensed by a
prescriber pursuant to Section 4170 of the Business and Professions Code, the prescriber shall record and
maintain the following information:
(A) Full name, address, gender, and date of birth of the patient.
(B) The prescriber's category of licensure and license number; federal controlled substance
registration number; and the state medical license number of any prescriber using the federal
controlled substance registration number of a government-exempt facility.
(C) NDC (National Drug Code) number of the controlled substance dispensed.
(D) Quantity of the controlled substance dispensed.
(E) ICD-9 (diagnosis code), if available. (F) Date of dispensing of the prescription.
(2) Each prescriber that dispenses controlled substances shall provide the Department of Justice the
information required by this subdivision on a monthly basis in a format set by the Department of
Justice pursuant to regulation.
(d) This section shall become operative on January 1, 2005.

150200. It is the intent of the Legislature in enacting this division to authorize the establishment of a
voluntary drug repository and distribution program for the purpose of distributing surplus medications to
persons in need of financial assistance to ensure access to necessary pharmaceutical therapies.
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150201. For purposes of this division, "medication" or "medications" means a dangerous drug, as defined
in Section 4022 of the Business and Professions Code.

150202. Notwithstanding any other provision of law, a licensed skilled nursing facility, as defined in
Section 1250, including a skilled nursing facility designated as an institution for mental disease, may
donate unused medications under a program established pursuant to this division.

150203. Notwithstanding any other provision of law, a wholesaler licensed pursuant to Article 11
(commencing with Section 4160) of Chapter 9 of Division 2 of the Business and Professions Code and a
drug manufacturer that is legally authorized under federal law to manufacture and sell pharmaceutical
drugs may donate unused medications under the voluntary drug repository and distribution program
established by a county pursuant to this division.

150204. (a) A county may establish, by ordinance, a repository and distribution program for purposes of
this division. Only pharmacies that are county-owned or that contract with the county pursuant to this
division may participate in this program to dispense medication donated to the drug repository and
distribution program.
(b) A county that elects to establish a repository and distribution program pursuant to this division shall
establish procedures for, at a minimum, all of the following:
(1) Establishing eligibility for medically indigent patients who may participate in the program.
(2) Ensuring that patients eligible for the program shall not be charged for any medications provided
under the program.
(3) Developing a formulary of medications appropriate for the repository and distribution program.
(4) Ensuring proper safety and management of any medications collected by and maintained under
the authority of a county-owned or county-contracted, licensed pharmacy.
(5) Ensuring the privacy of individuals for whom the medication was originally prescribed.
(c) Any medication donated to the repository and distribution program shall comply with the requirements
specified in this division. Medication donated to the repository and distribution program shall meet all of
the following criteria:
(1) The medication shall not be a controlled substance.
(2) The medication shall not have been adulterated, misbranded, or stored under conditions contrary
to standards set by the United States Pharmacopoeia (USP) or the product manufacturer.
(3) The medication shall not have been in the possession of a patient or any individual member of the
public, and in the case of medications donated by a skilled nursing facility, shall have been under the
control of staff of the skilled nursing facility.
(d) Only medication that is donated in unopened, tamper-evident packaging or modified unit dose
containers that meet USP standards is eligible for donation to the repository and distribution program,
provided lot numbers and expiration dates are affixed. Medication donated in opened containers shall not
be dispensed by the repository and distribution program.
(e) A pharmacist shall use his or her professional judgment in determining whether donated medication
meets the standards of this division before accepting or dispensing any medication under the repository
and distribution program.
(f) A pharmacist shall adhere to standard pharmacy practices, as required by state and federal law, when
dispensing all medications.
(g) Medication that is donated to the repository and distribution program shall be handled in any of the
following ways:
(1) Dispensed to an eligible patient.
(2) Destroyed.
(3) Returned to a reverse distributor.
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(h) Medication that is donated to the repository and distribution program that does not meet the
requirements of this division shall not be distributed under this program and shall be either destroyed or
returned to a reverse distributor. This medication shall not be sold, dispensed, or otherwise transferred to
any other entity.

(1) Medication donated to the repository and distribution program shall be maintained in the donated
packaging units until dispensed to an eligible patient under this program, who presents a valid
prescription. When dispensed to an eligible patient under this program, the medication shall be in a new
and properly labeled container, specific to the eligible patient and ensuring the privacy of the individuals
for whom the medication was initially dispensed. Expired medication shall not be dispensed.

(j) Medication donated to the repository and distribution program shall be segregated from the pharmacy's
other drug stock by physical means, for purposes including, but not limited to, inventory, accounting, and
inspection.

(k) The pharmacy shall keep complete records of the acquisition and disposition of medication donated to
and dispensed under the repository and distribution program. These records shall be kept separate from
the pharmacy's other acquisition and disposition records and shall conform to the Pharmacy Law (Chapter
9 (commencing with Section 4000), of Division 2 of the Business and Professions Code), including being
readily retrievable.

(1) Local and county protocols established pursuant to this act shall conform to the Pharmacy Law
regarding packaging, transporting, storing, and dispensing all medications.

(m) County protocols established for packaging, transporting, storing, and dispensing medications that
require refrigeration, including, but not limited to, any biological product as defined in Section 351 of the
Public Health and Service Act (42 U.S.C. Sec. 262), an intravenously injected drug, or an infused drug,
include specific procedures to ensure that these medications are packaged, transported, stored, and
dispensed at their appropriate temperatures and in accordance with USP standards and the Pharmacy Law.
(n) Notwithstanding any other provision of law, a participating county-owned or county-contracted
pharmacy shall follow the same procedural drug pedigree requirements for donated drugs as it would
follow for drugs purchased from a wholesaler or directly from a drug manufacturer.

150205. The following persons and entities shall not be subject to criminal or civil liability for injury
caused when donating, accepting, or dispensing prescription drugs in compliance with this division:
(a) A prescription drug manufacturer, wholesaler, governmental entity, county-owned or county-
contracted licensed pharmacy, or skilled nursing facility.

(b) A pharmacist or health care professional who accepts or dispenses prescription drugs.

150206. The immunities provided in Section 150205 shall not apply in cases of noncompliance with this
division, bad faith, or gross negligence.

150207. Nothing in this division shall affect disciplinary actions taken by licensing and regulatory
agencies.



